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(6)

()
(d)
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()
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(4)

(5)

Wholesale distributors, third-party logistics providers, manufacturers, or outsourcing facilities of legend
drugs or controlled substance permits, or both; and

Suppliers of medical equipment, legend devices, and medical gas licenses.

All retail pharmacy permits, out-of-state pharmacy permits, specialty pharmacy permits, and pharmacist
licenses shall be renewed every two (2) years beginning with renewals for 2002-2003.

All pharmacy technician permits, hospital pharmacy permits, ambulatory care center pharmaceutical
services permits, wholesale distributors, third-party logistics providers, manufacturers, or outsourcing
facilities of legend or controlled substance permits, wholesale distributors of medical equipment, legend
devices, and medical gases permits, institutional pharmaceutical services permits, and any other permit,
license, registration, or certificate issued by the board and not covered in subdivision (d)(1) of this
section other than internship licenses and preceptor permits shall be renewed every two (2) years.

The fee for any biennial renewal term will be the amount of two (2) annual renewal fees for the
applicable license, permit, registration, or certification as provided in subsection (a) of this section.

If the initial licensure, permit, certificate, or registration occurs in the first year of a biennial renewal
term, the applicant shall pay the appropriate initial fee and the applicable annual fee for the license,
permit, certificate, or registration for the second year in the renewal term as provided in subsection (a) of
this section.

If the initial licensure, permit, certificate, or registration occurs in the second year of a biennial renewal
term, the applicant will pay only the original fee and will not be responsible for the renewal fee until the
biennial renewal period for the license, permit, certificate, or registration.

17-92-111. Construction of Acts 1997, No. 1204.

Nothing in this act shall be construed to authorize or permit any licensed or registered pharmacist to examine,
diagnose, treat, or manage diseases or conditions of the human eye, lid, adnexa, or visual system or to adapt, fill
duplicate, modify, prescribe, or sell contact lenses or prescription eyeglasses.

17-92-113. Preservation of professional responsibilities of pharmacist--Prohibitions

(@  Asused in this section:

(1)

“Exercise of professional responsibilities” includes without limitation a pharmacist's or pharmacy's:

(A) Discussing any aspect of a patient's medical condition, treatment alternatives, or plan options with
the patient;

(B) Ingood faith communicating with or advocating on behalf of a patient concerning the patient's
needs; or

(C) Asserting rights under:
(i)  The contract with the pharmacy benefits manager; or

(if)  State or federal law; and
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(b)

(2) “Pharmacy benefits manager” means a non-governmental entity that administers or manages a pharmacy
benefits plan or program.

A pharmacy benefits manager shall not interfere with the exercise of professional responsibilities to a patient
by a pharmacist or a pharmacy.

17-92-114. Reciprocity

The Arkansas State Board of Pharmacy may adopt rules applicable to a pharmacy or a pharmacist licensed in
another state that renders services in Arkansas that mirror qualifications, requirements, prerogatives, prohibitions,
and limitations imposed by the other state on Arkansas pharmacies and pharmacists rendering services in the other

state.

17-92-115. Requirements for administering and dispensing under a statewide protocol.

(@)

When initiating therapy and administering or dispensing, or both, under a statewide protocol, a pharmacist

shall:

(1) Notify the primary care provider of the patient of any drug or device furnished to the patient or enter the
appropriate information in a patient record system shared with the primary care provider, as permitted by
the primary care provider;

(2)  Provide the patient with a written record of the drugs or devices furnished and advise the patient to
consult a physician of the patient’s choice, if the patient does not have a primary care provider; and

3)
(A)

(B)

Make a standardized fact sheet available to the recipient of the drug or device.
The standardized fact sheet shall include without limitation:
(i)  The indications and contraindications for the use of the drug or device;
(if)  The appropriate method for the use of the drug or device;
(iii)  The need for medical follow up; and

(iv) Other appropriate information.

17-92-116. Exemption for home peritoneal kidney dialysis.

(@)

The provisions of §§ 17-92-101, 17-92-103, 17-92-105, 17-92-205, 17-92-206, 17-92-303, 17-92-401, 17-92-
402, 17-92-404, 17-92-405, 17-92-409, 17-92-410, 17-92-411, and 17-92-902 do not apply to the sale or
distribution of dialysate or devices necessary to perform home peritoneal kidney dialysis to patients with end
stage renal disease if:

(1) The dialysate composed of dextrose or icodextrin or devices are:

(A)

(B)

(€)

Approved or cleared by the United States Food and Drug Administration as required by federal
law;

Lawfully held by a manufacturer or a third-party logistics provider of the manufacturer that is
properly registered with the Arkansas State Board of Pharmacy as a wholesale distributor or
medical device provider;

Held and delivered in original, sealed packaging from the manufacturing facility; and
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(D) Delivered only by the manufacturer or a third-party logistics provider of the manufacturer and only
upon receipt of a physician’s order by a licensed pharmacy and the transmittal of an order from a
licensed pharmacy to the manufacturer or a third party logistics provider of the manufacturer; and

(2) The manufacturer or a third-party logistics provider of the manufacturer delivers the dialysate or devices
directly to:

(A) A patient with end stage renal disease or a designee for the self-administration of the dialysis
therapy; or

(B) A healthcare provider or institution for administration or delivery of the dialysis therapy to a
patient with end stage renal disease.

(i)  The board shall retain oversight of all other drugs for home peritoneal kidney dialysis with the
exception of dialysate as described in subdivision (a)(1) of this section.

(i)  All records of sales and distribution of dialysate to patients under this section shall be retained
according to state law and rule of the board.

17-92-117. Prescriptions for all healthcare professionals

(a)

(b)

As used in this section, "healthcare professional™ means a person who is licensed, certified, or otherwise
authorized by the laws of this state to administer health care in the ordinary course of the practice of his or her
profession.

A pharmacist licensed in the State of Arkansas may fill prescriptions in the State of Arkansas for any
healthcare professional who has prescriptive authority to the extent of that healthcare professional's scope of
practice.

17-92-201. Members--Qualifications

(@)

The Arkansas State Board of Pharmacy shall consist of eight (8) members, appointed by the Governor for
terms of six (6) years:

(1)  Five (5) members shall be experienced pharmacists who have been actively engaged in the practice of
pharmacy for the last five (5) years immediately preceding their appointments, to be appointed by the
Governor after consulting the Arkansas Pharmacists Association and subject to confirmation by the
Senate;

(2) One (1) member shall be a minority who is a licensed practicing pharmacist in this state, to be appointed
by the Governor after consulting the Pharmaceutical Section of the Arkansas Medical, Dental, and
Pharmaceutical Association and subject to confirmation by the Senate; and

©)

(A) Two (2) members of the board shall not be actively engaged in or retired from the practice of
pharmacy. One (1) member shall represent consumers, and one (1) member shall be sixty (60)
years of age or older and shall represent the elderly. Both shall be appointed from the state at large,
subject to confirmation by the Senate. Both shall be full voting members but shall not participate in
the grading of examinations.

(B) The two (2) positions shall not be held by the same person.
12
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(b) A member shall hold his or her office until his or her successor shall have been appointed and qualified.

(©
(1) Incase of a vacancy from death or other cause, the Governor shall appoint a successor with
qualifications as set forth in subsection (a) of this section.

(2) Inthe event that a vacancy exists in the minority position due to death, resignation, or other cause, a
successor member to the position shall be appointed by the Governor for the remainder of the unexpired
portion of the term in the same manner as is provided for the initial appointment.

17-92-202. Members' oath

Before entering upon the duties of the office, the members of the Arkansas State Board of Pharmacy shall take the
oath prescribed by the Constitution for state officers and shall file it in the office of the Secretary of State, who shall
thereupon issue to each of the board members a certificate of appointment.

17-92-203. Member compensation and reimbursement

Members of the Arkansas State Board of Pharmacy may receive expense reimbursement and stipends in accordance
with § 25-16-901 et seq.

17-92-204. Organization and proceedings

(@ Immediately after the appointment and qualification of the Arkansas State Board of Pharmacy, the members
shall meet and organize as the Arkansas State Board of Pharmacy, by electing from their own number a
president and secretary.

(b)
(1) The board shall hold not fewer than two (2) regular meetings per annum for the examination of
candidates.

(2)  One (1) meeting may be held at the time and place of the annual meeting of the Arkansas Pharmacists
Association. The other meeting shall be held at a time and place as the board may determine.

(3) Other meetings of the board may also be held whenever and wherever a quorum of the board, including
the secretary, is present.

(c) A majority of the board shall be a quorum for the transaction of any business.

(d) The board may adopt such bylaws as it deems necessary to carry into execution the provisions of this act
without expense to the state.

17-92-205. Rules and regulations- Enforcement

(@)
(1) The Arkansas State Board of Pharmacy shall have authority to make reasonable rules and regulations,
not inconsistent with law, to carry out the purposes and intentions of this chapter and the pharmacy laws
of this state that the board deems necessary to preserve and protect the public health.

(2) The board shall by regulation establish standards for the administration of medications by licensed
pharmacists, including, but not limited to, the completion of a course in the administration of
medications.
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(b) It shall be the duty of the board, through officials appointed by it or under its supervision for that purpose, to
enforce all the provisions of this chapter.

(©
(1)  Upon written authorization by the board, the board's inspectors or other designated agents shall have

authority to conduct oversight activities authorized by law, including, but not limited to, audits,
investigations, inspections, licensure, or disciplinary actions, civil, administrative, or criminal
proceedings or actions, or other activities necessary for appropriate oversight of the regulated activities
and may enter any store, business establishment, including any hospital pharmacy, or any other facility
holding a license, permit, or other authority issued by the board where drugs, medicines, chemicals,
pharmaceuticals, poisons, home medical equipment, or services or other objects, services, or activities
regulated by the board are manufactured, sold, dispensed, or conducted to enforce this chapter, the
Uniform Controlled Substances Act, 8§ 5-64-101--5-64-510, § 5-64-1001 et seq., § 5-64-1101 et seq.,
the Food, Drug, and Cosmetic Act, § 20-56-201 et seq., or § 20-64-501 et seq.

)
(A) Upon written authorization by the board, the board's inspectors and other designated agents may
obtain copies of any document, prescription, drug order, or other record or physical object relevant

to the board's oversight of the regulated activity.

(B)
(i)  With regard to hospital pharmacies, the board's inspectors and other designated agents may
also view and at the board's expense make copies of identifiable records relating to patients in
patient areas of the hospital if the records are relevant to an activity regulated by the board.(ii)

(i)  However, should any such record be in active use or storage at the time of the board's request
to examine, obtain, or copy the record, the entity having control or possession of the record
shall state in writing that the record will be made available to the board at a specific date and
time within two (2) working days after the board's request.

(C) For purposes of confidentiality, a record containing patient health information in the possession of
the board under this subdivision (c)(2) shall be considered a medical record for purposes of the
Freedom of Information Act of 1967, § 25-19-101 et seq.

(3) Inany investigation or official inquiry of a potential violation of law or any administrative proceeding
regarding an alleged violation of law subject to its jurisdiction, the board may issue subpoenas signed by
its executive director or the director's designee for any document, prescription, drug order, or other
record or physical object identified or otherwise described in the subpoena if the item is relevant and
material to the inquiry, investigation, or proceeding.

(4) Inany administrative proceeding arising from an alleged violation of law within its jurisdiction, the
board may order the disclosure of any information that is relevant and material to the alleged violation.

()

(A) If aperson has been served with a subpoena or subpoena duces tecum or has been ordered to
disclose information in an administrative proceeding under this chapter and fails to comply with the
order, the board may apply to the Pulaski County Circuit Court or to the circuit court of the county
in which the board is conducting its investigation or hearing for an order directing that:

(i)  The person be brought before the court; and
(if)  After notice and opportunity for a hearing, the person comply with the order.

(B) If the person violates the court's order, the court may punish the person for civil contempt.
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(d)

(C) If aperson fails or refuses to make available to the board's inspectors or agents under subdivision
(c)(2) of this section any document, prescription, drug order, or other record or physical object, the
board may file an action in the Pulaski County Circuit Court or in the circuit court of the county in
which the board is conducting its oversight activity to obtain an order, after notice and opportunity
for hearing, mandating that the person make the document, prescription, drug order, or other record
or physical object available to the board's representatives.

(6) The board’s inspectors and other designated agents may seize products for testing of sterility, potency,
and pyrogenicity when inspecting permitted facilities.

The board shall promulgate rules limiting the amount of Schedule Il narcotics that may be dispensed by
licensees of the board.

17-92-206. Issuance of bulletins- Annual report

(@)

(b)

It shall be the duty of the Arkansas State Board of Pharmacy to issue bulletins from time to time, informing
pharmacists of important United States public health regulations, service and regulatory announcements of the
Bureau of Chemistry and Soils in the United States Department of Agriculture, and decisions of the United
States Department of Treasury relating to the possession, use, and sale of nonbeverage United States
Pharmacopoeia alcohol and to the Harrison-Wright Antinarcotic Act.

The board shall make a written report on September 1 of each year to the Governor and to the Arkansas
Pharmacists Association of all its proceedings, orders, rules, requirements, and regulations, of its receipts and
disbursements, including also the names of all persons licensed to practice under this chapter, and a record of
permits and renewals.

17-92-207. Maintenance of office

The Arkansas State Board of Pharmacy shall have the authority to maintain an office, purchase supplies, etc., for the
advancement of pharmacy as may in its judgment be deemed necessary to carry out the purposes of this chapter and
to enforce the pharmacy laws of this state.

17-92-208. Employees

(a)

(b)

(©)

The Arkansas State Board of Pharmacy is authorized to make payment for services, salaries, and other
purposes from the funds received by the board from issuance of licensed pharmacy permits, renewals, or
certificates of licensure of licensed pharmacists, examinations, reciprocity fees, and from other moneys
collected.

(1) The board is authorized to employ an attorney to supervise and conduct its investigations and to institute
and prosecute actions and charges for the violation of the provisions of the Arkansas Pharmacy Act, §
17-92-101 et seq.

(2) The attorney employed or retained by the board shall make regular reports to the Attorney General of the
actions instituted or prosecuted by him or her.

(3) Appeals from the circuit court to the Supreme Court in matters affecting the action of the board may be
handled by the office of the Attorney General.

The board is authorized to make reimbursement of the necessary and reasonable travel, board, and lodging
expenses of the staff of the board incurred in the performance of their duties.
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17-92-301. License required

(@)

(b)

No person shall perform any of the acts constituting the practice of pharmacy unless the person is:
(1) A licensed pharmacist;

(2) A student or graduate of a recognized college of pharmacy serving an internship under an internship
program established and regulated by the Arkansas State Board of Pharmacy;

(3) A pharmacy technician performing the limited functions permitted under this chapter and regulations
promulgated hereunder; or

(4) A hospital pharmacy technician as defined in § 17-92-602 performing the limited functions permitted
under that subchapter and regulations promulgated thereunder.

No person other than a licensed pharmacist shall use the term “doctor of pharmacy” or “Pharm.D”.

17-92-302. Unlicensed practice — Penalty.

(@)

(b)

(©)

(d)

No person shall fill a prescription, compound medicines, or otherwise perform the function of a licensed
pharmacist unless the person is:

(1) An Arkansas-licensed pharmacist, except students or graduates of a recognized college of pharmacy
serving internship as provided by law and regulated by the Arkansas State Board of Pharmacy;

(2) A pharmacy technician performing the limited functions permitted under this chapter and regulations
promulgated hereunder; or

(3) A hospital pharmacy technician as defined in § 17-92-602 performing the limited functions permitted
under that subchapter and regulations promulgated thereunder.

Any person who is not an Arkansas-licensed pharmacist or a student serving internship or a pharmacy
technician performing the limited functions permitted under this chapter and regulations promulgated
hereunder or a hospital pharmacy technician as defined in § 17-92-602 performing the limited functions
permitted under that subchapter and regulations promulgated thereunder, who shall fill a prescription,
compound or dispense medicine, or otherwise perform the functions of a pharmacist, shall be guilty of a
misdemeanor punishable by a fine of not less than fifty dollars ($50.00) nor more than one hundred dollars
($100) for the first offense and not less than one hundred dollars ($100) or thirty (30) days' imprisonment, or
both fine and imprisonment, for each succeeding offense thereafter.

Each day that the person shall fill prescriptions, compound or dispense medicines, or otherwise perform the
functions of a pharmacist shall constitute a separate offense.

Any licensed pharmacist who shall aid, abet, or encourage any person to violate the provisions of this section
shall have his or her license or permit revoked or suspended, within the discretion of the board.

17-92-303. Unlawful use of professional title--Penalty

Any person who shall take, use, or exhibit the title of licensed pharmacist, unless it has been regularly conferred
upon him or her as set forth in §8§ 17-92-306 and 17-92-309, shall be guilty of a violation and upon conviction shall
be liable to a penalty of not less than five dollars ($5.00) nor more than one hundred dollars ($100).

17-92-304. Board administration — Support services.
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(@) The Arkansas State Board of Pharmacy shall be fully advised respecting the eligibility and qualifications of all
persons whom the board admits to the examination and to whom the board grants licensure.

(b)  For this purpose the board shall secure the services of the National Association of Boards of Pharmacy and the
Arkansas Pharmacists Association and shall pay for such service as the board may determine, but not to
exceed one dollar ($1.00) of each renewal fee annually paid.

17-92-305. Application - Qualification of applicants

(@ Each applicant for examination as a pharmacist:
(1) Be not less than twenty-one (21) years of age;
(2) Have:

(A) Graduated and received the first professional undergraduate degree from a pharmacy degree
program which has been approved by the Arkansas State Board of Pharmacy; or

(B) Graduated from a foreign college of pharmacy, completed a transcript verification program, taken
and passed a college of pharmacy equivalency exam program, and completed a process of
communication ability testing as defined under board regulations so that it is assured that the
applicant meets standards necessary to protect public health and safety.

(b)  Each application for examination shall be made on a form to be supplied by the board and shall be filed with
the board as required by board regulations.

(c) Each application shall be accompanied by the cost of the examination plus the examination fee and certificate
fee prescribed by § 17-92-108.

(d) The examination shall be given at a time and place and in a manner set by the board.
17-92-306. Examinations

Upon application and at such time and place and in such manner as it may determine, the Arkansas State Board of
Pharmacy shall examine or provide for examination every person who shall desire to practice pharmacy as described
in 8§ 17-92-101 and 17-92-402 in the State of Arkansas.

17-92-307. Internship required

(@)

(1) Every applicant for licensure must have experience and internship in a retail pharmacy under a licensed
pharmacist, approved by the Arkansas State Board of Pharmacy, before and after graduation and
examination as the board shall deem necessary to maintain and preserve the reciprocal agreements with
other states and territories.

(2) The experience and internship in a retail pharmacy under a licensed pharmacist shall be predominantly
related to the selling of drugs and medical supplies, compounding prescriptions, preparing
pharmaceutical preparations, and keeping records and making reports required under the state and
federal statutes.

(b)  The board is directed and empowered to establish an internship program whereby students and graduates of a
recognized college of pharmacy may be permitted to practice pharmacy under the direction and control of a
licensed pharmacist.
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17-92-308. Reciprocity

(@)

(b)
(©)

The Arkansas State Board of Pharmacy, in its discretion, may license as a pharmacist, through the process of
reciprocity as established by the National Association of Boards of Pharmacy, any person who is duly
licensed in some other state, territory, or the District of Columbia if the territory, state, or the District of
Columbia has the same general requirements for licensure as Arkansas at the time of original licensure,
provided that the state, territory, or the District of Columbia in which the person is licensed shall, under like
conditions, grant reciprocal licensure to a pharmacist duly licensed by examination in this state.

All applications for a reciprocal license shall be accompanied by the fee prescribed by § 17-92-108.

(1) Inthe interim between sessions of the board and upon satisfactory evidence of the fitness as established
by board regulation of an applicant for reciprocity, any member of the board, in his or her discretion,
may issue a temporary certificate that shall authorize the holder to practice pharmacy as defined in § 17-
92-101.

(2) The temporary certificate shall expire on the date of the next meeting of the board after the granting of
the certificate whether that meeting is a regular meeting or a called meeting at which reciprocity is
considered.

17-92-309. Registration and certificate

(a)

(b)

(©)

The Arkansas State Board of Pharmacy shall register in a suitable book the names and places of residence of
all persons to whom it issues certificates and the date of issuance.

The board shall issue an appropriate certificate to each person licensed. The certificate must be conspicuously
displayed in every store described in this chapter.

The board may provide by regulation for issuing and waiving the renewal fee for pharmacy certificates
denoting special recognition for pharmacists who have the following qualifications:

(1) The pharmacist graduated from a college of pharmacy approved by the board fifty (50) or more years
before the date on which the certificate will be issued; or

)
(A) The pharmacist has held an Arkansas pharmacist license for forty-nine (49) continuous years before
the date on which the certificate will be issued without any lapse in the payment of licensure fees.

(B) However, a pharmacist who has paid fees to reinstate an expired license shall not be deemed to
have held a license for continuous years.

17-92-310. Failure to renew

(a)

1
(A) All retail pharmacy permits, out-of-state pharmacy permits, specialty pharmacy permits, nursing
home consultant pharmacist permits, and pharmacist licenses shall expire on December 31 of the
first odd-numbered year following the date of issuance.

(B)  All preceptor permits shall expire on December 31 of the first odd-numbered year following the
date of issuance.

(€)
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(b)

(©)
(d)

(i)
(@ Intern licenses issued to foreign graduates shall expire on December 31 of the second
calendar year following the date of issuance.

(b) However, an intern license issued to a foreign graduate shall expire when the intern is
issued a pharmacist license.

(i)
(@ Anintern license issued to a student intern shall remain valid as long as the intern
maintains active student status in a college of pharmacy approved by the Arkansas State
Board of Pharmacy and for six (6) months following graduation.

(b)  Anintern license issued to a student intern shall expire six (6) months following
graduation.

()  Anintern license issued to a student intern may be reinstated if the intern resumes active
student status in a board-approved college of pharmacy and applies for reinstatement.

(d)  Anintern license issued to a student intern shall expire when the intern is issued a
pharmacist license.

(D) All pharmacy technician permits, hospital pharmacy permits, ambulatory care center
pharmaceutical services permits, wholesale distributors, third-party logistics providers,
manufacturers, or outsourcing facilities of legend or controlled substance permits, wholesale
distributors of medical equipment, legend devices, and medical gases permits, institutional
pharmaceutical services permits, List | chemical permits, and any other permit, license, registration,
or certificate issued by the board and not covered in subdivisions (a)(1)(A)-(C) of this section shall
expire on December 31 of the first even-numbered year following the date of the issuance of the
permit, license, registration, or certificate.

(2) Every license, permit, registration, and certificate not renewed within ninety (90) days after expiration
thereof shall be void.

The penalty for late payment of renewal for pharmacists, pharmacies, wholesaler/manufacturer of legend
drugs and controlled substances, hospital, institutional, and nursing home consultant permits shall be as listed
in § 17-92-108, and if renewal remains unpaid on April 1 of any year, the license shall be void.

If a pharmacist's license is not renewed by April 1, the fee for reinstatement shall be as stated in § 17-92-108.
If a pharmacist's license has not been renewed for more than two (2) years, the board shall evaluate the former

pharmacist to determine his or her continued ability to practice pharmacy safely with regard to the public
health and safety, and the board shall establish conditions for the safe reentry into practice of the profession.

17-92-311. Revocation, suspension, or honrenewal — Grounds.

(a)

The Arkansas State Board of Pharmacy may revoke or suspend an existing certificate of licensure, license,
registration, or permit or may refuse to issue a certificate of licensure, license, registration, or permit if the
holder or applicant, as the case may be, has committed or is found guilty by the board of any of the following
acts or offenses set forth:

(1) The person is guilty of fraud, deceit, or misrepresentation in the practice of pharmacy;

(2) The person is unfit or incompetent to practice pharmacy by reason of negligent performance of his or her
duties;
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(3) The person has been found guilty or pleaded guilty or nolo contendere in a criminal proceeding,
regardless of whether or not the adjudication of guilt or sentence is withheld by a court of this state,
another state, or the federal government for:

(A) Any felony listed under § 17-2-102;

(B) Any act involving gross immorality or which is related to the qualifications, functions, and duties
of a licensee; or

(C) Any violation of the pharmacy or drug laws or rules of this state, or of the pharmacy or drug
statutes, rules, and regulations of any other state or of the federal government;

(4) The person has become physically or mentally incompetent to practice pharmacy to such an extent as to
endanger the public;

(5) The person has directly or indirectly aided or abetted the practice of pharmacy by a person not
authorized to practice pharmacy by the board;

(6) The person has been guilty of fraud or misrepresentation in obtaining a license to practice pharmacy in
the State of Arkansas as a licensed pharmacist;

(7)  The person has been guilty of gross unprofessional or dishonorable conduct;
(8) The person has willfully violated any of the provisions of the pharmacy laws of the State of Arkansas;

(9) The person is addicted to the use of intoxicating liquors or drugs to such a degree as to render him or her
unfit, in the opinion of the board, to manufacture, compound, sell, or dispense drugs or medicine;

(10) The person knowingly adulterated or caused to be adulterated any drugs, chemical, or medical
preparations and offered those preparations for sale; or

(11) The person had his or her certificate of licensure, license, registration, or permit revoked, suspended, or
had other disciplinary action taken, or had his or her application for a certificate of licensure, license,
registration, or permit refused, revoked, or suspended, or had voluntarily or otherwise surrendered his or
her certificate of licensure, license, registration, or permit after a disciplinary action was instituted by a
duly authorized professional disciplinary agency of another state.

(b)  Nothing in this section should be construed as affecting the rights of any person to appeal any order of the
board as now provided by the state pharmacy laws.

17-92-312. Revocation and fine — Adulteration of drugs

Any licensed pharmacist who shall knowingly, intentionally, and fraudulently adulterate or cause to be adulterated
any drugs, chemicals, or medical preparations and offer such adulterations for sale shall be deemed guilty of a
misdemeanor. Upon conviction, his or her license shall be revoked and, in addition, he or she shall be liable to a
penalty of not less than five dollars ($5.00) nor more than one hundred dollars ($100).

17-92-313. Revocation — Procedure

(@)
(1) Before revoking the certificate of licensure, license, registration, or permit, the Arkansas State Board of
Pharmacy shall give the person ten (10) days' notice in writing to appear before the board, at the time and
place as the board may direct, to show cause why his or her certificate should not be revoked.
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(b)

(©)

(2) The notice shall be signed by the Executive Director of the Arkansas State Board of Pharmacy or the
executive director's designee and shall set forth in clear and concise language the nature of the charge
against the person.

(3) Mailing a copy of the notice by registered mail, addressed to the person at his or her address appearing
upon the records of the board concerning the issuance of his or her certificate or the last renewal thereof,
shall be sufficient service of notice.

At the hearing:

(1) The board shall have the power to subpoena witnesses;

(2) The executive director or the director's designee shall sign subpoenas;

(3) The President of the Arkansas State Board of Pharmacy shall have the power to administer oaths; and

(4) The board shall hear evidence.

If the board finds after a hearing that the certificate of licensure, license, registration, or permit should be
revoked, it shall be done immediately.

17-92-314. Revocation — Appeals

Any person whose certificate of licensure, license, or permit has been revoked by the Arkansas State Board of
Pharmacy as provided in this chapter may appeal from the action of the board pursuant to the Arkansas
Administrative Procedure Act, § 25-15-201 et seq.

17-92-315. Alternative penalties

(a)

(1) Whenever the Arkansas State Board of Pharmacy has authority pursuant to applicable laws to suspend,
revoke, or deny any permit, license, certificate, credential, or registration or otherwise impose penalties or
sanctions on the holder thereof, the board shall have the power and authority to impose on the holder
thereof any one (1) or more of the following sanctions:

(A) A monetary penalty not to exceed five hundred dollars ($500) for each violation;
(B) Require completion of appropriate education programs or courses, or both;

(C) Require successful completion of an appropriate licensing examination, jurisprudence examination,
credentialing examination, or any combination of the three (3) examinations;

(D) Place conditions or restrictions upon regulated activities of the holder of the license, permit,
certificate, credential, or registration; and

(E) Such other requirements or penalties as may be appropriate to the circumstances of the case and
which would achieve the desired disciplinary purposes, but which would not impair the public
health and welfare.

(2) The board is authorized to file suit in either the Pulaski County Circuit Court or the circuit court of any
county in which the defendant resides or does business to collect any monetary penalty assessed pursuant
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(b)

(©)

(d)

(€)

to this chapter if such a penalty is not paid within the time prescribed by the board.

(3) Upon imposition of a sanction, the board may order that the license, permit, certificate, credential, or
registration be suspended until the holder thereof has complied in full with all applicable sanctions
imposed pursuant to this section.

@)
a. A monetary penalty imposed by the board shall not exceed one thousand dollars ($1000) per
violation

b. The board may impose a monetary penalty on a license, permit, certificate, credential, or
registration holder if the license, permit, certificate, credential, or registration has been revoked by
the board for such a violation.

c. The board may collect out-of-pocket costs of an investigation incurred by the board to conduct a
disciplinary hearing.

(2) Each instance when a federal or state law or board rule is violated shall constitute a separate violation.

(3) The power and authority of the board to impose sanctions authorized in this section are not to be affected
by any other civil or criminal proceeding concerning the same violation, nor shall the imposition of a
penalty preclude the board from imposing other sanctions short of revocation.

Any person sanctioned by the board under this section may appeal any order of the board as now provided by
the state pharmacy laws.

In addition to other sanctions authorized by this chapter, the board may also impose a civil penalty under this
section against an unlicensed person or entity practicing or providing goods or services or offering to practice
or provide any goods or services requiring licensure under this chapter.

The board may collect costs of inspections incurred by the board while inspecting a permitted facility that is
out of state.

17-92-316. Credential required for professional pharmacy service

(@)

(b)

(1) The Arkansas State Board of Pharmacy may provide by regulation for credentialing and approval of
pharmacists to practice disease state management and any other pharmacy services determined by the
board to require a credential.

)
(A) The credentials may be issued by agencies approved by the board to pharmacists who qualify
pursuant to minimum competencies, standards, objectives, and qualifications determined by the
board.

(B) However, a credential shall not authorize the pharmacist to practice credentialed pharmacy service
in Arkansas until after the board has determined that the credentialed pharmacist meets the
minimum competencies, standards, objectives, and qualifications determined by the board.

The board shall adopt regulations necessary and appropriate to implement the credentialing and the board's
approval of pharmacists to practice disease state management and other credentialed pharmacy services,
including:
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(©)

(1) Identification of areas of credentialed pharmacy services;

(2) Identification of the minimum competencies, standards, objectives, and qualifications necessary for a
credential and the board's approval to practice in each area of credentialed pharmacy service;

(3) Identification of the standards for qualifying an agency to issue credentials for areas of pharmacy
services;

(4) The procedure and standards, which may include a practical examination, for the board's review and
approval of a credential and determination of a pharmacist's qualifications to practice disease state
management or other credentialed pharmacy service;

(5) The conversion of a credential previously issued by the board for the practice of disease state
management or other pharmacy service to a credential issued by an approved credentialing agency; and

(6) Continuing professional education and other measures to maintain pharmacists' continuing competency
in disease state management and other credentialed pharmacy services.

The board shall promulgate regulations to:

(1) Identify areas of credentialing;

(2)  Establish procedures for initial application and renewal;

(3) Define the minimum competencies and standards to be examined;
(4) Define the qualifications for credentialing; and

(5) Define required continuing education, competencies, standards, and other information necessary to
implement this chapter.

17-92-317. Criminal background checks

(@)

(b)

(©)

(d)

(1) Each applicant for a new intern or pharmacist license or a new or reinstated registration as a pharmacy
technician issued by the Arkansas State Board of Pharmacy shall apply to the Identification Bureau of the
Department of Arkansas State Police for a state and national criminal background check, to be conducted
by the Federal Bureau of Investigation.

(2) However, the board may authorize the criminal background check obtained for a license or registration to
be used for a subsequent application for another new license or registration issued by the board for a
designated time period after the date of the original license or registration.

The criminal background check shall conform to the applicable federal standards as in effect on January 1,
2003 and shall include the taking of fingerprints.

The applicant shall sign a release of information to the board and shall be responsible to the Department of
Arkansas State Police for the payment of any fee associated with the criminal background check.

Upon completion of the criminal background check, the Identification Bureau of the Department of Arkansas
State Police shall forward to the board all information obtained concerning the commission by the applicant of
any offense listed in subsection (e) of this section.
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(€)

(f)

(¢))

(h)

Notwithstanding the provisions of § 17-1-103, a person is not eligible to receive or hold an intern or
pharmacist license or pharmacy technician registration issued by the board if that person has pleaded guilty or
nolo contendere to, or has been found guilty of, any of the following offenses, regardless of whether an
adjudication of guilt or sentencing or imposition of sentence is withheld, by any court in the State of Arkansas
or of any similar offense by a court in another state or of any similar offense by a federal court:

o))
@

@)

M

©

o))

@

Any felony listed under § 17-2-102;

Any act involving gross immorality, dishonesty, or which is related to the qualifications, functions, and
duties of a person holding the license or registration; or

Any violation of Arkansas pharmacy or drug law or regulations, including, but not limited to, this

chapter, the Uniform Controlled Substances Act, § 5-64-101 et seq., and the Food, Drug, and Cosmetic
Act, § 20-56-201 et seq.

(A) The board may issue a nonrenewable provisional license or registration pending the results of the
criminal background check.

(B) The nonrenewable provisional license or registration shall be valid for no more than six (6) months.
Upon receipt of information from the Identification Bureau of the Department of Arkansas State Police
that the person holding the nonrenewable provisional license or registration has pleaded guilty or nolo

contendere to, or has been found guilty of, any offense under subsection (e) of this section, the board
shall immediately revoke the nonrenewable provisional license or registration.

The provisions of subsection (e) of this section and subdivision (f)(2) of this section may be waived by
the board upon the request of:

(A) An affected applicant for licensure or registration; or

(B) The person holding a license or registration subject to revocation.
Circumstances for which a waiver may be granted shall include, but not be limited to:
(A) The age at which the crime was committed;

(B) The circumstances surrounding the crime;

(C) The length of time since the crime;

(D) Subsequent work history;

(E) Employment references;

(F) Character references; and

(G) Other evidence demonstrating that the applicant does not pose a threat to the public health, safety,
or welfare.
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(i)

)

(k)

(1)  Any information received by the board from the Identification Bureau of the Department of Arkansas
State Police under this section shall not be available for examination except by:

(A) The affected applicant or the applicant's authorized representative; or

(B) The person whose license or registration is subject to revocation or his or her authorized
representative.

(2)  Norecord, file, or document shall be removed from the custody of the Department of Arkansas State
Police.

Only information pertaining to the person making the request may be made available to the affected applicant
or the person whose license or registration is subject to revocation.

Rights of privilege and confidentiality established in this section shall not extend to any document created for
purposes other than the criminal background check.

The board shall adopt the necessary rules and regulations to fully implement the provisions of this section.

17-92-401. Applicability to out-of-state operations

(a)

(b)

(©)

(d)

(€)

A pharmacy operating outside the state that routinely ships, mails, or delivers in any manner a dispensed
legend drug into Arkansas or otherwise practices pharmacy in Arkansas shall hold a pharmacy license issued
by the Arkansas State Board of Pharmacy, and that part of the pharmacy operation dispensing the prescription
for an Arkansas resident shall abide by Arkansas law and regulations of the board.

(1)  Any pharmacy operating outside the state that routinely ships, mails, or delivers in any manner a

dispensed legend drug into Arkansas shall be required to have on staff in the out-of-state pharmacy an
Arkansas-licensed pharmacist, who shall be designated the pharmacist-in-charge for the Arkansas out-of-
state pharmacy license.

(2)  If the out-of-state pharmacy fails to have on staff an Arkansas-licensed pharmacist due to extended

illness, death, resignation, or for any other reason, the pharmacy within ten (10) calendar days shall
notify the board of the fact and must within thirty (30) calendar days or such additional time at the
discretion of the board not to exceed thirty (30) calendar days, either:

(A) Secure the services of an Arkansas-licensed pharmacist; or

(B) Cease to operate as a pharmacy in the State of Arkansas.
An out-of-state pharmacy that ships, mails, or delivers in any manner a dispensed legend drug into Arkansas
shall designate an agent who is a resident of Arkansas for service of process and register the agent with the

Secretary of State.

If under investigation for violation of this chapter, an out-of-state pharmacy shall be required to appear before
the board to respond to questions concerning the investigation.

The board shall have all the powers to enforce this chapter as are granted to the board under § 17-92-101 et
seq.

17-92-402. Licensed pharmacist required

(a)

It shall be unlawful for any person not a licensed pharmacist within the meaning of this act to conduct any
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(b)

(©)

(d)

pharmacy or other facility subject to this subchapter for the purpose of retailing, compounding, dispensing
medicines, or otherwise performing the practice of pharmacy as defined in § 17-92-101 in the State of
Arkansas except as provided.

It shall be unlawful for the proprietor of a store or pharmacy or other facility subject to this chapter to allow
any person other than a licensed pharmacist to compound or dispense the prescriptions of authorized
practitioners except as an aid to and under the supervision of a licensed pharmacist as provided in this chapter.

However, any person who is not a licensed pharmacist may own or conduct a pharmacy or other facility as
identified in § 17-92-403 if the owner keeps constantly in the pharmacy or other facility a licensed pharmacist
subject to § 17-92-607.

Any person violating the provisions of this act shall be guilty of a violation and upon conviction shall be liable
to a fine of not less than five dollars ($5.00) nor more than one hundred dollars ($100).

17-92-403. Licensed pharmacist required--Exceptions

(@)

(b)

(©)

(d)

No person shall operate a pharmacy or other facility dispensing prescriptions as identified in this section or be
issued a pharmacy permit or other permit issued by the Arkansas State Board of Pharmacy to facilities
dispensing prescriptions unless an Arkansas-licensed pharmacist-in-charge is on duty in the drugstore or
pharmacy a minimum of forty (40) hours per week or as otherwise provided in this chapter or by board
regulation.

In the absence of a licensed pharmacist, no one shall fill a prescription except a student serving as a graduate
intern.

If the owner of any pharmacy or other facility dispensing prescriptions as identified in this section fails to have
on duty a licensed pharmacist-in-charge forty (40) hours per week or as otherwise provided in this chapter due
to illness, death, resignation, or for any other reason, the owner shall within five (5) days notify the board of
the fact and shall within thirty (30) days or such additional time at the discretion of the board either secure the
services of a licensed pharmacist-in-charge or remove all prescription legend drugs and drug signs from the
pharmacy or facility as identified in this section and cease to operate as a pharmacy or facility as identified in
this section.

(1) The board shall provide by regulation for the issuance of permits for specialty pharmacies to which § 17-
92-607 shall apply.

(2) The owners of specialty pharmacies shall have on duty a licensed pharmacist-in-charge whose minimum
number of hours on duty shall be determined by board regulations regarding the nature of the pharmacy
service provided.

(3) Specialty pharmacies dispensing prescriptions to in-house patients that are cared for on a twenty-four-
hour-per-day basis must have a pharmacist on duty no less than forty (40) hours per week.

(4) The owners of specialty pharmacies shall abide by all provisions established for the employment of
pharmacists in this chapter and board regulations.

(5) If the owner of any specialty pharmacy fails to have on duty a licensed pharmacist-in-charge as provided
in subdivision (d)(2) or subdivision (d) (3) of this section due to illness, death, resignation, or for any
other reason, the owner shall within five (5) days notify the board of the fact and shall within thirty (30)
days, or such additional time as the board in its discretion may allow, either secure the services of a
licensed pharmacist-in-charge or remove all prescription legend drugs and drug signs from the pharmacy
and cease to operate the pharmacy.
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(e) The board may provide by regulation for the issuance of hospital pharmaceutical permits to pharmacists
employed in hospitals under which the pharmacist-in-charge employed in a hospital may have a flexible
schedule of attendance and to which the requirement of a licensed pharmacist-in-charge on duty for a
minimum of forty (40) hours a week shall not apply.

(f)  The board shall provide for the issuance of ambulatory care center pharmaceutical services permits to entities
so licensed by the Department of Health and that shall employ a licensed pharmacist-in-charge as provided by
board regulation.

() The board shall provide by regulation for the issuance of institutional pharmacy permits to governmentally
funded institutions that provide inpatient pharmaceutical services to persons confined to such institutions or in
which drugs are administered to inpatients on orders of practitioners authorized by law to prescribe or
administer the drugs and to which the requirement that the licensed pharmacist-in-charge on duty for a
minimum of forty (40) hours a week shall not apply.

(h) The board may provide by regulation for the issuance of charitable clinic pharmacy permits to clinics operated
on a nonprofit basis to furnish medical and dental care to poor and underprivileged persons and in which drugs
are dispensed or administered to such persons on orders or prescriptions of practitioners authorized by law to
prescribe or administer the drugs and to which the requirement of a licensed pharmacist-in-charge on duty for
a minimum of forty (40) hours a week shall not apply.

17-92-404. Pharmacy permit required

(@ No person shall conduct any pharmacy or other facility as identified in § 17-92-403 in which practitioners'
prescriptions are compounded and drugs are retailed or dispensed and in which a licensed pharmacist-in-
charge must be employed unless the pharmacy or other facility as identified in § 17-92-403 has obtained a
permit issued by the Arkansas State Board of Pharmacy.

(b)

(1) Keeping a pharmacy or other facility as identified in § 17-92-403 where drugs and medicines or
chemicals are dispensed or sold or displayed for sale at retail or where prescriptions are compounded or
which has on it a sign using the words “pharmacist”, “pharmaceutical chemist”, “apothecary”,
“pharmacy”, “druggist”, “drug store”, “drugs”, or their equivalent in any language, or advertising such a
store or shop as a drugstore, apothecary shop, or pharmacy by any method or means shall be prima facie
evidence of the sale and dispensing of drugs.

(2) Unless the place so conducted holds a permit issued by the board, it shall be unlawful for any person,
firm, or corporation:

(A) To carry on, conduct, or transact a retail business under any name that contains as a part thereof the

words “drugs”, “drugstore”, “pharmacy”, “medicine”, “apothecary”, or “chemist shop” or any
abbreviation, translation, extension, or variation thereof; or

(B) In the operation of any pharmacy or other facility as identified in § 17-92-403 in any manner by
advertisement, circular, poster, telephone directory listing, sign, or otherwise, to describe or refer to
the place of business conducted by such a person, firm, or corporation by such a term, abbreviation,
translation, extension, or variation.

(3) Any person, firm, or corporation violating this subsection shall be guilty of a violation and, if a
corporation, any officer thereof who participates in such a violation also shall be guilty of a violation and
shall be punished by a fine of not less than twenty-five dollars ($25.00) nor more than three hundred
dollars ($300).
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(©)

(1) The control of the dispensing of medicines being essential to the protection of the public health and
general welfare of the people, any violation of subsection (b) of this section may be enjoined by action in
any court of competent jurisdiction at the instance of the board or of the owner of any licensed pharmacy.

(2) Proceedings under this subsection shall be governed by rules applicable to circuit courts.

17-92-405. Pharmacy permit--Application

(@)

(b)
(©)

(1) Upon application, the Arkansas State Board of Pharmacy shall issue a permit to maintain a pharmacy or
other facility as described in § 17-92-403 or § 17-92-404 for the sale at retail or otherwise dispensing of
drugs and medicines to such persons, firms, or corporations as the board may deem to be qualified to
conduct such a pharmacy or other facility.

)
(A)  The permit, to be known as a “pharmacy permit”, “specialty permit”, “hospital pharmaceutical

services permit”, or “ambulatory care center pharmacy permit”, is for the compounding of
practitioners' prescriptions and for the manufacture, sale, and distribution of drugs, medicines, and
poisons.

(B) The pharmacy, specialty pharmacy, hospital pharmacy, or ambulatory care center pharmacy is to be
under the direct supervision of a licensed pharmacist.

(3) All permits shall expire on December 31.
Application for a permit shall be made in such a manner and in such a form as the board may determine.

The permits shall at all times be displayed in a conspicuous place in the pharmacy or other facility as identified
in § 17-92-403 for which the permit is issued.

17-92-406. Repealed by Acts of 2001, Act 910, § 7, eff. Aug. 13, 2001

17-92-407. Revocation--Grounds

(@)

(b)

(©)

The Arkansas State Board of Pharmacy may revoke any permit issued under this subchapter in the event the
holder thereof allows any person other than an Arkansas-licensed pharmacist or those students or graduates of
a college of pharmacy serving an internship to fill prescriptions, compound and dispense drugs or medicines,
or otherwise perform the duties and functions of a licensed pharmacist.

Whenever any person, firm, partnership, estate, or corporation holding any permit issued under this subchapter
obtains a permit by false representations or knowingly violates any of the pharmacy laws or fails to comply
with the rules and regulations of the board passed by authority of the pharmacy laws, the board shall revoke
the holder's pharmacy permit.

The board shall also revoke any permit issued under this subchapter when information in possession of the
board shall disclose that the operations for which the permit was issued are not being conducted according to
law or are being conducted so as to endanger the public health or safety.

17-92-408. Revocation--Procedure

The Arkansas State Board of Pharmacy shall follow the same procedure in revoking any permits issued under this
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subchapter as provided for revoking certificates of licensure as set out in § 17-92-313.
17-92-409. Pharmacy library required

There shall be kept in every pharmacy or other facility as identified in § 17-92-403 a library consisting of books,
periodicals, and computer software as required by regulations of the Arkansas State Board of Pharmacy.

17-92-410. Records of poison sales

(@) The proprietor shall at all times keep in his or her place of business a record book in which shall be entered all
sales of the following, other than sales to physicians, dentists, veterinarians, and sales made on prescriptions of
a physician, dentist, or veterinarian: arsenious acid, hydrocyanic acid, potassium cyanide, cyanide mixture,
mercury bichloride, and strychnine and its salts, except in proper dosage in pill and tablet form.

(b)

(1) The record shall show in parallel columns: date of sale, name of article sold, quantity of article sold,
purpose for which sold, name or initial of dispenser, and the signature and address of the purchaser. The
record shall at all times during business hours be open for inspection by any police officer, sheriff, city or
town representative, or any representative of the Arkansas State Board of Pharmacy and shall be preserved
for a period of not less than two (2) years from the date of the last entry in the record.

(2) If the purchaser is a person not known to the seller, the seller shall require necessary identification to
determine the true name and address of the purchaser.

17-92-411. Prescription content and labels

(@) Labels on original packages shall bear the label of the distributor or manufacturer, with the proper medicinal
dose, if a remedy used internally. In the case of poisons, the word “POISON” shall be displayed thereon in a
conspicuous manner with the antidote for a poisonous dose.

(b) A doctor of medicine or other person authorized to issue prescriptions, upon the request of the patient, shall
indicate briefly and concisely on the prescriptions the conditions for which the medication is prescribed. Every
pharmacist filling any such prescription shall include on the label of the prescription container the labeling as
stated on the prescription issued.

17-92-412. Nursing home consultant permit

(@)
(1) The Arkansas State Board of Pharmacy shall provide for the issuance of nursing home consultant
permits by regulation.

(2)  The consultant pharmacist-in-charge and the nursing home administrator shall be jointly responsible to
ensure that a valid permit is posted at the facility at all times.

(b) The board shall set by regulation the standards by which the controlled and legend drugs and devices will be
maintained in the nursing home or long-term care facility.

(c) The consultant pharmacist-in-charge, in conjunction with the nursing home administrator and director of
nurses, shall ensure the proper control and accountability, storage, and proper utilization of drugs and other
legend devices dispensed to patients residing in the facility according to board standards as well as those
established by state and federal guidelines.

17-92-501. Violations of provisions
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Any person licensed or otherwise permitted to practice pharmacy in this state who shall violate any provisions of
this subchapter shall be subject to discipline by the Arkansas State Board of Pharmacy, including, but not limited to,
revocation of such license or permission, according to procedures established by law or by regulations of the board.

17-92-502. Rules and regulations

The Arkansas State Board of Pharmacy may adopt such reasonable regulations, not inconsistent with law, as it shall
deem necessary to carry out the purposes and intentions of this subchapter.

17-92-503. Generic drug product and biological product substitutions

(a)
1)

()

3)

(A) Except as provided in subsection (b) of this section, when a pharmacist receives a prescription for a

brand or trade name drug product or biological product, the pharmacist may dispense a generically
equivalent drug product or interchangeable biological product only when there will be a cost
savings for the patient.

(B) The pharmacist shall disclose the amount of the cost savings at the request of the patient.

The total amount charged for the substituted generically equivalent drug product or interchangeable
biological product or for dispensing the drug product shall not exceed the amount normally and regularly
charged under comparable circumstances by the pharmacist for that drug product or biological product
or for the dispensing of that drug product or biological product.

A pharmacist may not dispense a drug product or interchangeable biological product with a total charge
that exceeds the total charge of the drug product or biological product originally prescribed unless
agreed to by the purchaser.

(b)  The pharmacist shall not dispense a generically equivalent drug product under subsection (a) of this section if:

(1)

()

3)

(4)

(©)
(1)

)

(d)

The prescriber, in the case of a prescription in writing signed by the prescriber, indicates in his or her
own handwriting by name or initial that no substitution shall be made;

The prescriber, in the case of a prescription other than one in writing signed by the prescriber, expressly
indicates that the prescription is to be dispensed as communicated;

The person for whom the drug product or biological product is prescribed indicates that the prescription
is to be dispensed as written or communicated; or

The Arkansas State Board of Pharmacy has determined that the drug product or biological product
should not be substituted and has notified all pharmacists of that determination.

The Arkansas State Board of Pharmacy shall determine which drugs are generically equivalent and
which biological products are interchangeable biological products as defined in § 17-92-101, relying on
standards scientifically supported and generally accepted in the field of pharmacy, and shall notify each
licensed pharmacist and the Arkansas State Medical Board of this determination.

In making this determination, the Arkansas State Board of Pharmacy may use a nationally recognized
reference source that meets the requirements of this act, notifying each licensed pharmacist and the
Arkansas State Medical Board of the reference source to be used and any additions or deletions the
Arkansas State Board of Pharmacy may make in its discretion.
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Miscellaneous Statutes Related to Pharmacy

17-1-103. Registration, certification, and licensing for criminal offenders.

(2)

(b)

(©)

(d)

(e)

()

(&)

(h)
(1)

It is the policy of the State of Arkansas to encourage and contribute to the rehabilitation

of criminal offenders and to assist them in the assumption of the responsibilities of

citizenship. The public is best protected when offenders are given the opportunity to

secure employment in a meaningful trade, occupation, or profession.

Subject to the provisions of subsection (¢) of this section, in determining eligibility under

this section, the board, commission, department, or agency may take into consideration

conviction of certain crimes which have not been annulled, expunged, or pardoned.

However, such convictions shall not operate as an automatic bar to registration,

certification, or licensing for any trade, profession, or occupation.

The following criminal records shall not be used, distributed, or disseminated in

connection with an application for a registration, license, or certificate:

(1)  Records of arrest not followed by a valid felony conviction by the courts;

(2)  Convictions which have been annulled or expunged or pardoned by the Governor;
and

(3) Misdemeanor convictions, except misdemeanor sex offenses and misdemeanors
involving violence.

The board, commission, department, or agency shall state explicitly in writing the reasons

for a decision which prohibits the applicant from practicing the trade, occupation, or

profession if the decision is based in whole or in part on conviction of a felony.

For the purposes of this section, completion of the following shall be deemed prima facie

evidence of sufficient rehabilitation:

(1)  Probation or parole supervision; and

(2) A period of five (5) years after final discharge or release from any term of
imprisonment in the state penitentiary without any subsequent conviction.

Any complaints concerning the violation of this section shall be adjudicated in

accordance with the procedure set forth in the Arkansas Administrative Procedure Act, §

25-15-201 et seq., for administrative and judicial review.

This section shall apply to any board, commission, department, agency, or any other body

that deals in licensing or regulating a profession, trade, or occupation in the State of

Arkansas.

It shall be the duty of the Secretary of State to make this section known to any board,

commission, department, or agency affected by this section.

This section shall not apply to teacher licensure or certification, as these areas of

licensure or certification are specifically governed by § 6-17-410.

17-80-102. Subpoena power of boards — Enforcement.

(2)

(1)  The licensing and disciplining boards of the professions of the healing arts
provided in this subtitle shall have the power to issue subpoenas and bring before
the board as a witness any person in this state.
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(2)  The secretary or the investigative officer of the board shall issue a subpoena upon
the request of any party to a proceeding pending before the board or at the request
of the board.

(3)  The writ shall be directed to the sheriff of the county where the witness resides or
may be found.

(4)  The writ may require the witness to bring with him or her any book, writing, or
other thing under his or her control which he or she is bound by law to produce in
evidence.

(5)  Service of the writ shall be in the manner as now provided by statute for the
service of subpoenas in civil cases.

(b)

(1) A witness who has been served by subpoena in the manner provided by law and
who shall have been paid or tendered the legal fees for travel and attendance as
provided by law shall be obligated to attend for examination of the trial of the
cause pending before the board.

(2)  Inthe event a witness shall have been served with subpoenas as herein provided
and fails to attend the hearing in obedience to the subpoena, the board may apply
to the circuit court of the county wherein the board is having its meeting for an
order causing the arrest of the witness and directing tat the witness be brought
before the court.

(3)  The court shall have the power to punish the disobedient witness for contempt as
now provided by law in the trial of civil cases.

(4)  The disobedient witness shall be liable in damages for nonattendance to the trial or
hearing as provided by Rev. Stat., ch 158, § 9 [superseded].

17-80-103. Immunity of board members.

No member of a board, or any individual acting on behalf of the board, of any profession or
occupation classified under the laws of the State of Arkansas as a profession of the healing arts
shall be liable in damages to any person for slander, libel, defamation of character, breech of any
privileged communication, or otherwise for any action taken or recommendation made within the
scope of the functions of the board if the board member or the individual acting on behalf of the
board acts without malice and in the reasonable belief that the action or recommendation is
warranted by the facts known to him or her after a reasonable effort is made to obtain the facts
on which the action is taken or the recommendation is made.

17-80-104. Continuing education requirements.

(a) The regulatory boards of the professions or occupations classified by the laws of the State
of Arkansas as professions of the healing arts and for whom the General Assembly has
heretofore established regulatory boards empowered to license persons who practice
under conditions of licensure authorized by the General Assembly are authorized to adopt
regulations requiring the continuing education of the persons licensed by the board.

(b) All regulations establishing requirements for continuing education under the provisions
of this section shall be adopted in the manner and method set out in the Arkansas
Administrative Procedure Act, § 25-15-201 et seq., for the adoption of rules and
regulations.
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(c) The regulatory boards shall establish by regulation the number of hours of credit and the
manner and methods of obtaining the hours of credit by its licensee.

(d) In the event a licensee of the board does not complete the continuing education
established by the board under the provisions of this section, the board is empowered to
deny renewal of the license held by the licensee or after proper hearing take such action
as it considers just and proper to compel compliance with its regulations requiring
continuing education.
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Uniform Controlled Substances Act

5-64-101. Definitions.
As used in subchapters 1-6 of this chapter.

(a)

(b)

(©)
(d)
(e)

®

“Administer” means the direct application of a controlled substance, whether by
injection, inhalation, ingestion, or any other means, to the body of a patient or
research subject by:

(1) A practitioner; or

(2)  The patient or research subject at the direction and in the presence of the
practitioner;

“Agent” means an authorized person who acts on behalf of or at the direction of a

manufacturer, distributor, or dispenser. It does not include a common or contract

carrier, public warehouseman, or employee of the carrier or warehouseman;

“Bureau” means the Drug Enforcement Agency of the United States Department

of Justice, or its successor agency;

“Controlled substance” means a drug, substance, or immediate precursor in

Schedules I through VI;

The term “counterfeit substance” means a noncontrolled substance, which by

overall dosage unit appearance (including color, shape, size, markings, packaging,

labeling, and overall appearance) or upon the basis of representations made to the
recipient, purports to be a controlled substance or to have the physical or
psychological effect associated with a controlled substance;

In determining whether a substance is counterfeit, the following factors
shall be utilized. A finding of any two (2) of these factors constitutes prima facie
evidence that a substance is a “counterfeit substance:”

(1)  Statements made by an owner or by anyone else in control of the substance
concerning the nature of the substance, or its use or effect;

(2)  The physical appearance of the finished product containing the
noncontrolled substance is substantially the same as that of a specific
controlled substance;

(3)  The noncontrolled substance is unpackaged or is packaged in a manner
normally used for the illegal delivery of a controlled substance;

(4)  The noncontrolled substance is not labeled in accordance with 21 U.S.C. §
352 or § 353;

(5)  The person delivering, attempting to deliver, or causing delivery of the
noncontrolled substance states or represents to the recipient that the
noncontrolled substance may be resold at a price that substantially exceeds
the value of the substance;

(6)  Evasive tactics or actions utilized by the owner or person in control of the
substance to avoid detection by law enforcement authorities;

(7)  Prior convictions, if any, of an owner, or anyone in control of the object
under state or federal laws related to controlled substances or fraud;
“Deliver” or “delivery” means the actual, constructive, or attempted transfer from
one (1) person to another of a controlled substance or counterfeit substance in

exchange for money or anything of value, whether or not there is an agency
relationship;
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(2

(h)
(1)

G)
(k)

)

(m)

(n)

(0)

“Dispense” means to deliver a controlled substance to an ultimate user or research
subject by or pursuant to the lawful order of a practitioner, including the
prescribing, administering, packaging, labeling, or compounding necessary to
prepare the substance for that delivery;
“Dispenser” means a practitioner who dispenses;
“Distribute” means to deliver other than by administering or dispensing a
controlled substance;
“Distributor” means a person who distributes;
“Drug” means (1) Substances recognized as drugs in the official United States
Pharmacopoeia, official Homeopathic Pharmacopoeia of the United States, or
official National Formulary, or any supplement to any of them; (2) Substances
intended for use in the diagnosis, cure, mitigation, treatment, or prevention of
disease in man or animals; (3) Substances (other than food) intended to affect the
structure or any function of the body of man or animals; and (4) Substances
intended for use as a component of any article specified in clause (1), (2), or (3) of
this subsection. It does not include devices or their components, parts, or
accessories;
“Immediate precursor’” means a substance which the director has found to be and
by rule designates as being the principal compound commonly used or produced
primarily for use, and which is an immediate chemical intermediary used or likely
to be used in the manufacture of a controlled substance, the control of which is
necessary to prevent, curtail, or limit manufacture;
“Manufacture” means the production, preparation, propagation, compounding,
conversion, or processing of a controlled substance, either directly or indirectly by
extraction from substances of natural origin, or independently by means of
chemical synthesis, or by a combination of extraction and chemical synthesis, and
includes any packaging or repackaging of the substance or labeling or relabeling
of its container, except that this term does not include the preparation or
compounding of a controlled substance by an individual for his own use or the
preparation, compounding, packaging, or labeling of a controlled substance:
(1) By a practitioner as an incident to his administering or dispensing of a
controlled substance in the course of his professional practice; or
(2) By a practitioner or by his authorized agent under his supervision for the
purpose of, or as an incident to, research, teaching, or chemical analysis
and not for sale;
“Marijuana” means all parts and any variety and/or species of the plant Cannabis
that contains THC (Tetrahydrocannabinol) whether growing or not; the seeds
thereof; the resin extracted from any part of the plant; and every compound,
manufacture, salt, derivative, mixture, or preparation of the plant, its seeds or
resin. It does not include the mature stalks of the plant, fiber produced from the
stalks, oil or cake made from the seeds of the plant, any other compound,
manufacture, salt derivative, mixture, or preparation of the mature stalks (except
the resin extracted therefrom), fiber, oil, or cake, or the sterilized seed of the plant
which is incapable of germination;
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)

(@

(r)

(1

2)

“Narcotic drug” means any drug which is defined as a narcotic drug by

order of the Director of the Department of Health. In the formulation of

definitions of narcotic drugs, the Director of the Department of Health is
directed to include all drugs which he finds are narcotic in character and by
reason thereof are dangerous to the public health or are promotive of
addiction-forming or addiction-sustaining results upon the user which
threaten harm to the public health, safety, or morals. In formulating these
definitions, the Director of the Department of Health shall take into
consideration the provisions of the federal narcotic laws as they exist from
time to time and shall amend the definitions so as to keep them in harmony
with the definitions prescribed by the federal narcotic laws, so far as is
possible under the standards established herein and under the policy of this
section.

“Narcotic drug” also means any of the following, whether produced

directly or indirectly by extraction from substances of vegetable origin or

independently by means of chemical synthesis, or by a combination of
extraction and chemical synthesis:

(A) Opium, opiates, derivatives of opium and opiates, including their
isomers, esters, and ethers whenever the existence of such isomers,
esters, ethers, and salts is possible within the specific chemical
designation. This term does not include the isoquinoline alkaloids of
opium;

(B) Poppy straw and concentrate of poppy straw;

(C) Coca leaves, except coca leaves and extracts of coca leaves from
which cocaines, ecgonine, and derivatives of ecgonine or their salts
have been removed;

(D) Cocaine, its salts, optical and geometric isomers, and salts of isomers;

(E) Ecgonine, its derivatives, their salts, isomers, and salts of isomers;

(F) Any compound, mixture, or preparation which contains any quantity
of any of the substances referred to in subdivisions (0)(2)(A)-(E).

“Person” means individual, corporation, government or governmental subdivision
or agency, business trust, estate, trust, partnership or association, or any other
legal entity;

“Practitioner” means:

(1)

2)

A physician, dentist, veterinarian, scientific investigator, or other person
licensed, registered, or otherwise permitted to distribute, dispense, conduct
research with respect to, or to administer a controlled substance in the
course of professional practice or research in this state;

A pharmacy, hospital, or other institution licensed, registered, or otherwise
permitted to distribute, dispense, conduct research with respect to, or to
administer a controlled substance in the course of professional practice or
research in this state;

“Production” includes the manufacture, planting, cultivation, growing, or
harvesting of a controlled substance;

Arkansas State Board of Pharmacy Law Book
Uniform Controlled Substances Act: June, 2004

C



(s) “State” when applied to a part of the United States, includes any state, district,
commonwealth, territory, insular possession thereof, and any area subject to the
legal authority of the United States of America;

(t) “Ultimate user” means a person who lawfully possesses a controlled substance for
his own use or for the use of a member of his household or for administering to an
animal owned by him or by a member of his household;

(u) “Director” shall mean the Director of the Arkansas Department of Health or his
duly authorized agent;

(v) The term “drug paraphernalia” means all equipment, products, and materials of
any kind which are used, intended for use, or designed for use, in planting,
propagating, cultivating, growing, harvesting, manufacturing, compounding,
converting, producing, processing, preparing, testing, analyzing, packaging,
repackaging, storing, containing, concealing, injecting, ingesting, inhaling, or
otherwise introducing into the human body a controlled substance in violation of
subchapters 1-6 of this chapter (meaning the Controlled Substances Act of this
state). It includes, but is not limited to:

(1)  Kits used, intended for use, or designed for use in planting, propagating,
cultivating, growing, or harvesting of any species of plant which is a
controlled substance or from which a controlled substance can be derived;

(2)  Kits used, intended for use, or designed for use in manufacturing,
compounding, converting, producing, processing, or preparing controlled
substances;

(3) Isomerization devices used, intended for use, or designed for use in
increasing the potency of any species of plant which is a controlled
substance;

(4)  Testing equipment used, intended for use, or designed for use in
identifying, or in analyzing the strength, effectiveness, or purity of
controlled substances;

(5)  Scales and balances used, intended for use, or designed for use in weighing
or measuring controlled substances;

(6)  Diluents and adulterants, such as quinine hydrochloride, mannitol, mannite,
dextrose, and lactose, used, intended for use, or designed for use in cutting
controlled substance;

(7)  Separation gins and sifters used, intended for use, or designed for use in
removing twigs and seeds from, or in otherwise cleaning or refining,
marijuana;

(8)  Blenders, bowls, containers, spoons, mixing devices used, intended for use,
or designed for use in packaging small quantities of controlled substances;

(9)  Capsules, balloons, envelopes and other containers used, intended for use,
or designed for use in packaging small quantities of controlled substances;

(10) Containers and other objects used, intended for use, or designed for use in
storing or concealing controlled substances;

(11) Hypodermic syringes, needles, and other objects used, intended for use, or
designed for use in parenterally injecting controlled substances into the
human body; and
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(12)

Objects used, intended for use, or designed for use in ingesting, inhaling, or
otherwise introducing marijuana, cocaine, hashish, or hashish oil into the
human body, such as:

(A) Metal, wooden, acrylic, glass, stone, plastic, or ceramic pipes with or
without screens, permanent screens, hashish heads, or punctured metal
bowls;

(B) Water pipes;

(C) Carburetion tubes and devices;

(D) Smoking and carburetion masks;

(E) Roach clips: meaning objects used to hold burning material, such as a
marijuana cigarette, that has become too small or too short to be held
in the hand;

(F) Miniature cocaine spoons and cocaine vials;

(G) Chamber pipes;

(H) Carburetor pipes;

(I) Electric pipes;

(J) Air-driven pipes;

(K) Chillums;

(L) Bongs; and

(M) Ice pipes or chillers.

In determining whether an object is drug paraphernalia, a court or other authority
should consider, in addition to all other logically relevant factors, the following:

(1)
)
)
4

)
(6)

(7)
(8)

)
(10)
(11)

Statements by an owner or by anyone in control of the object concerning its
use;

Prior convictions, if any, of an owner, or of anyone in control of the object,
under any state or federal law relating to any controlled substance;

The proximity of the object, in time and space, to a direct violation of
subchapters 1-6 of this chapter;

The proximity of the object to controlled substances;

The existence of any residue of controlled substances on the object;

Direct or circumstantial evidence of the intent of an owner, or of anyone in
control of the object, to deliver it to persons whom he knows, or should
reasonably know, intend to use the object to facilitate a violation of
subchapters 1-6 of this chapter; the innocence of an owner, or of anyone in
control of the object, as to a direct violation of subchapters 1-6 of this
chapter shall not prevent a finding that the object is intended for use, or
designed for use, as drug paraphernalia;

Instructions, oral or written, provided with the object concerning its use;
Descriptive materials accompanying the object which explain or depict its
use;

National and local advertising concerning its use;

The manner in which the object is displayed for sale;

Whether the owner, or anyone in control of the object, is a legitimate
supplier of like or related items to the community, such as a licensed
distributor or dealer of tobacco products;
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(W)

(x)

(12) Direct or circumstantial evidence of the ratio of sales of the objects to the
total sales of the business enterprise;

(13) The existence and scope of legitimate uses for the object in the community;
and

(14) Expert testimony concerning its use.

“Noncontrolled substance” means any liquid, substance, or material not listed in

Schedules I through VI of the Schedules of Controlled Substances promulgated

by the Director of the Arkansas Department of Health;

The term “anabolic steroid” means any drug or hormonal substance, chemically

and pharmacologically related to testosterone, other than estrogens, progestin, and

corticosteroid, that promotes muscle growth. Except that such term does not

include an anabolic steroid which is expressly intended for administration through

implants to cattle or other nonhuman species and which has been approved by the

Director of the Department of Health for such administration. If any person

prescribes, dispenses, or distributes such steroid for human use, such person shall

be considered to have prescribed, dispensed, or distributed an anabolic steroid

within the meaning of this subdivision.

5-64-201. Director’s duties.

(2)

(b)

(©)

(d)

The director shall administer subchapters 1-6 of this chapter and may add

substances to or delete or reschedule all substances enumerated in the schedules,

pursuant to the procedures of the Administrative Procedure Act, as amended § 25-

15-201 et seq. Provided, the director shall not delete any substance from the

Schedules in effect on July 20, 1979, without prior approval by the Legislative

Council. In making a determination regarding a substance, the director shall

consider the following:

(1)  The actual or relative potential for abuse;

(2)  The scientific evidence of its pharmacological effect, if known;

(3)  The state of current scientific knowledge regarding the substance;

(4)  The history and current pattern of abuse;

(5)  The scope, duration, and significance of abuse;

(6)  The risk to public health;

(7)  The potential of the substance to produce psychic or physiological
dependence liability; and

(8)  Whether the substance is an immediate precursor of a substance already
controlled under this subchapter.

After considering the factors enumerated in subsection (a) of this section, the

director shall make findings with respect thereto and issue a rule controlling the

substance if he finds the substance has a potential for abuse.

If the director designates a substance as an immediate precursor, substances which

are precursors of the controlled precursor shall not be subject to control solely

because they are precursors of the controlled precursor.

If any substance is designated as a controlled substance under federal law and

notice thereof is given to the director, the director shall similarly control the

substance under subchapters 1-6 of this chapter after the expiration of thirty (30)

days from publication in the Federal Register of a final order designating a
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substance as a controlled substance, unless within that thirty-day period, the
director objects to inclusion. In that case, the director shall publish the reasons for
objection and afford all interested parties an opportunity to be heard. At the
conclusion of the hearing, the director shall publish his decision. Any person
aggrieved by a decision of the director shall be entitled to judicial review in the
Circuit Court of Pulaski County. Upon publication of objection to inclusion
under subchapters 1-6 of this chapter by the director, control under subchapters 1-
6 of this chapter is stayed until the director publishes his decision or, if judicial
review is sought, such inclusion is stayed until such adjudication.

(e) Authority to control under this section does not extend to distilled spirits, wine,
malt beverages, or tobacco.

() The director shall schedule gamma-hydroxybutyrate and its known precursors and
analogs in a manner consistent with the procedures outlined in this section.

5-64-202. Nomenclature.
The controlled substances listed or to be listed in the schedules shall be included by
whatever official, common, usual chemical, or trade name designated.

5-64-203. Criteria for Schedule I.

The director shall place a substance in Schedule I if he finds that the substance:

(a)  Has high potential for abuse; and

(b) Has no accepted medical use in treatment in the United States or lacks accepted
safety for use in treatment under medical supervision.

5-64-204. [Reserved.]

5-64-205. Criteria for Schedule II.

The director shall place a substance in Schedule II if he finds that:

(a) The substance has high potential for abuse;

(b) The substance has currently accepted medical use in treatment in the United
States, or currently accepted medical use with severe restrictions; and

(c) The abuse of the substance may lead to severe psychic or physical dependence.

5-64-206. [Reserved.]

5-64-207. Criteria for Schedule III.

The director shall place a substance in Schedule III if he finds that:

(a) The substance has a potential for abuse less than the substances listed in
Schedules I and 1I;

(b) The substance has currently accepted medical use in treatment in the United
States; and

(c) Abuse of the substance may lead to moderate or low physical dependence or high
psychological dependence.

5-64-208. [Reserved.]
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5-64-209. Criteria for Schedule IV.

The director shall place a substance in Schedule IV if he finds that:

(a) The substance has a low potential for abuse relative to substances in Schedule III;

(b) The substance has currently accepted medical use in treatment in the United
States; and

(©) Abuse of the substance may lead to limited physical dependence or psychological
dependence relative to the substances in Schedule III.

5-64-210. [Reserved.]

5-64-211. Criteria for Schedule V.

The director shall place a substance in Schedule V if he finds that:

(a) The substance has low potential for abuse relative to the controlled substances
listed in Schedule IV;

(b) The substance has currently accepted medical use in treatment in the United
States; and

(¢)  The substance has limited physical dependence or psychological dependence
liability relative to the controlled substances listed in Schedule I'V.

5-64-212. [Reserved.]

5-64-213. Schedule VI established.

There is established a Schedule VI for the classification of those substances which are
determined to be inappropriately classified by placing them in Schedules I through V.
Schedule VI includes controlled substances listed or to be listed by whatever official
name, common or usual name, chemical name, or trade name designated.

5-64-214. Criteria for Schedule VI.

The director shall place a substance in Schedule VI if he finds that:

(a) The substance is not currently accepted for medical use in treatment in the United
States;

(b) That there is lack of accepted safety for use of the drug or other substance even
under direct medical supervision;

(c) That the substance has relatively high psychological and/or physiological
dependence liability; and

(d) That use of the substance presents a definite risk to public health.

5-64-215. Substances in Schedule VI.

(a) Any material, compound, mixture, or preparation, whether produced directly or
indirectly from substances of vegetable origin, or independently by means of
chemical synthesis, or by a combination of extraction and chemical synthesis,
which contains any quantity of the following substances, or which contains any of
their salts, isomers, and salts of isomers whenever the existence of such salts,
isomers, and salts of isomers is possible within the specific chemical designation
are included in Schedule VI:

1. Marijuana
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2. Tetrahydrocannabinols
Synthetic equivalents of the substances contained in the plant, or in the
resinous extractives of cannabis, sp. And/or synthetic substances, derivatives, and
their isomers with similar chemical structure and pharmacological activity such as
the following:
[]1 cis or trans
tetrahydrocannabinol, and their optical isomers
[]6 cis or trans
tetrahydrocannabinol, and their optical isomers
[13.4 cis or trans
tetrahydrocannabinol and their optical isomers.
(b) Provided, that the director shall not delete the controlled substances listed in this
section from Schedule VI.

5-64-216. Schedule revisions.
The director shall revise and republish the schedule annually.

5-64-301 — 5-64-306. [Reserved.]

5-64-307. Order forms.

Controlled substances in Schedules I and II shall be distributed by a practitioner to
another practitioner only pursuant to an order form. Compliance with the provisions of
federal law respecting order forms shall be deemed compliance with this section.

5-64-308. Written prescriptions.

(a) Except when dispensed directly by a practitioner, other than a pharmacy, to an
ultimate user, no controlled substance in Schedule II may be dispensed without
the written prescription of a practitioner.

(b) In emergency situations, as defined by rule of the director, Schedule II drugs may
be dispensed upon oral prescription of a practitioner, reduced promptly to writing,
and filed by the pharmacy. Prescriptions shall be retained in conformity with the
requirements of section 6 of this subchapter. No prescription for a Schedule 11
substance may be refilled.

(c) Except when dispensed directly by a practitioner, other than a pharmacy, to an
ultimate user, no controlled substance included in Schedules III or IV, which is a
prescription drug, shall not be dispensed without a written or oral prescription of a
practitioner. The prescription shall not be filled or refilled more than six (6)
months after the date thereof or be refilled more than five (5) times, unless
renewed by the practitioner.

(d) A controlled substance included in Schedule V shall not be distributed or
dispensed other than for a medical purpose.

5-64-1005. Exemptions.

The provisions of § 5-64-1001 shall not apply to any of the following:

(a) Any pharmacist or other authorized person who sells or furnishes a substance
upon the prescription of a physician, dentist, podiatrist, or veterinarian;
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(b)
(c)

(d)

Any physician, dentist, podiatrist, or veterinarian who administers or furnishes a

substance to his or her patients;

Any manufacturer or wholesaler licensed by the State Board of Pharmacy who

sells, transfers, or otherwise furnishes a substance to a licensed pharmacy,

physician, dentist, podiatrist, or veterinarian;

Any sale, transfer, furnishing, or receipt by a retail distributor of any drug which

contains any ephedrine, pseudoephedrine, norpseudoephedrine, or

phenylpropanolamine and which is sold, transferred, or furnished over the counter
without a prescription pursuant to the Federal Food, Drug, and Cosmetic Act or
regulations adopted thereunder, provided that:

(1)  The drug is sold in blister packs of not more than three (3) grams of
ephedrine, pseudoephedrine, or phenylpropanolamine base, each blister
containing not more than two (2) dosage units;

(2)  If'the use of a blister pack is technically unfeasible, the drug is packaged in
unit dose packets or pouches;

(3)  Inthe case of liquids, the drug is sold in package sizes of not more than
three (3) grams of ephedrine, pseudoephedrine, or phenylpropanolamine
base; and

(4)  The total quantity of the sale is not greater than three (3) packages or nine
(9) grams, whichever is smaller.

5-64-1006. Suspicious order reports.

(a)

(b)
(©)

(d)

10

Any manufacturer, wholesaler, or retail distributor who is required to keep
records under this subchapter and who sells, transfers, or otherwise furnishes
ephedrine, pseudoephedrine, or phenylpropanolamine or their salts, optical
isomers, and salts of optical isomers, alone or in a mixture, to any person in this
state in a suspicious transaction shall report the transaction in writing to the
Arkansas State Board of Pharmacy.

Any person who does not submit a report as required by subsection (a) of this

section is guilty of a Class A misdemeanor.

For the purposes of this section, “suspicious transaction” means a sale or transfer

to which either of the following applies:

(1)  The circumstances of the sale or transfer would lead a reasonable person to
believe that the substance is likely to be used for the purpose of unlawfully
manufacturing a controlled substance in violation of the Uniform
Controlled Substances Act, § 5-64-101 et seq., based on such factors as the
amount involved, the method of payment, the method of delivery, and past
dealings with the person acquiring the substance; or

(2)  The transaction involves a payment for ephedrine, pseudoephedrine, or
phenylpropanolamine or their salts, optical isomers, and salts of optical
isomers, alone or in a mixture, in cash or money orders totaling more than
two hundred dollars ($200).

(1)  The board shall adopt by rule criteria for determining whether a transaction
is suspicious, taking into consideration the recommendations in Appendix
A, Report to the United States Attorney General by the Suspicious Orders
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Task Force, under the federal Comprehensive Methamphetamine Control
Act of 1996, Pub.L. 104-237.

(2)  Inaddition to any other penalties provided for in this section, the board
may impose a civil penalty for a violation of subsection (a) of this section
not to exceed ten thousand dollars ($10,000) per violation.

5-64-1101. Possession — Penalty.
(a) It shall be unlawful for any person to possess more than five (5) grams of
ephedrine or nine (9) grams of pseudoephedrine or phenylpropanolamine, or their
salts, optical isomers, and salts of optical isomers, alone or in a mixture, except:
(1)  Any pharmacist or other authorized person who sells or furnishes
ephedrine, pseudoephedrine, or phenylpropanolamine or their salts, optical
isomers, and salts of optical isomers, upon the prescription of a physician,
dentist, podiatrist, or veterinarian; or

(2)  Without a prescription, pursuant to the Federal Food, Drug, and Cosmetic
Act or regulations adopted under the act, provided that the person
possesses a sales and use tax permit issued by the Department of Finance
and Administration; or

(3)  Any physician, dentist, podiatrist, or veterinarian who administers or
furnishes ephedrine, pseudoephedrine, or phenylpropanolamine or their
salts, optical isomers, and salts of optical isomers to his or her patients; or

“4)

(A) Any manufacturer, wholesaler, or distributor licensed by the Arkansas

State Board of Pharmacy who meets one (1) of the requirements in

subdivision (a)(4)(B) of this section and sells, transfers, or otherwise

furnishes ephedrine, pseudoephedrine, or phenylpropanolamine or their
salts, optical isomers, and salts of optical isomers to a licensed pharmacy,

physician, dentist, podiatrist, veterinarian, or any person who possesses a

sales and use tax permit issued by the department.

(B)

(1) The manufacturer, wholesaler, or distributor must hold or store the
substances in facilities that meet the packaging requirements of § 5-
64-1005(d)(1)-(3).

(i1)) The manufacturer, wholesaler, or distributor must sell, transfer, or
otherwise furnish only to healthcare professionals identified in
subdivisions (a)(1) and (3) of this section.

(b) Possession of more than five (5) grams of ephedrine or more than nine (9) grams
of pseudoephedrine or phenylpropanolamine or their salts, optical isomers, and
salts of optical isomers shall constitute prima facie evidence of the intent to
manufacture methamphetamine or another controlled substance in violation of
this subchapter, unless the person qualifies of an exemption listed in subsection
(a) of this section.

(©) Any person who violates the provisions of this section shall be guilty of a Class D
felony.

History. Acts 1997, No. 565, § 1; 2001, No. 1209, § 3; No 1782, § 1; 2003, No. 867, § 2.
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5-64-1102. Possession with intent to manufacture — Unlawful distribution.
(a)

(1) It shall be unlawful for a person to possess ephedrine, pseudoephedrine, or
phenylpropanolamine or their salts, optical isomers, and salts of optical
isomers with intent to manufacture methamphetamine.

(2)  Any person who violates the provisions of subdivision (a)(1) of this section
shall be guilty of a Class D felony.

(b)

(1) It shall be unlawful for a person to sell, transfer, distribute, or dispense any
product containing ephedrine, pseudoephedrine, or phenylpropanolamine
or their salts, optical isomers, and salts of optical isomers if the person
knows that the purchaser will use the product as a precursor to manufacture
methamphetamine or another controlled substance, or if the person sells,
transfers, distributes, or dispenses the product with reckless disregard as to
how the product will be used.

(2)  Any person who violates the provisions of subdivision (b)(1) of this section
shall be guilty of a Class D felony.

5-64-1103. Retail sales limits.
(a) It shall be unlawful for a retail distributor or an employee of a retail distributor to
knowingly sell, transfer, or otherwise furnish in a single transaction:

(1)  More than three (3) packages of one (1) or more products that the
distributor or employee knows to contain ephedrine, pseudoephedrine, or
phenylpropanolamine, their salts, isomers, or salts of isomers; or

(2)  Any single package of any product that the distributor or employee knows
to contain ephedrine, pseudoephedrine, or phenylpropanolamine, which
contains more than ninety-six (96) pills, tablets, gelcaps, capsules, or other
individual units or more than three (3) grams of ephedrine,
pseudoephedrine, or phenylpropanolamine, their salts, isomers, or salts of
isomers, or a combination of any of these substances, whichever is smaller;
or

(3)  Any product containing ephedrine, pseudoephedrine, or
phenylpropanolamine, unless:

(A) The product is sold in package sizes of not more than three (3) grams
of ephedrine, pseudoephedrine, or phenylpropanolamine base and is
packaged in blister packs, each blister containing not more than two
dosage units; or

(B) Where the use of blister packs is technically infeasible, that is
packaged in unit dose packets or pouches; or

(C) In the case of liquids, the drug is sold in package sizes of not more
than three (3) grams of ephedrine, pseudoephedrine, or
phenylpropanolamine base; or

4)

(A) Any product containing ephedrine, pseudoephedrine, or
phenylpropanolamine to any person under the age of eighteen (18)

12
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years, unless the person is purchasing a pediatric product intended for
a child.

(B) The person making the sale shall require proof of age from the
purchaser, unless from the purchaser’s outward appearance the person
would reasonably presume the purchaser to be twenty-five (25) years
of age or older.

(C) “Proof of age” means any document issued by a governmental agency
which:

(1) Contains a description of the person or a photograph of the
person, or both, and gives the persons’ date of birth; and
(i1) Includes, without being limited to, a passport, military
identification card, or driver’s license.
(b)

(1)  Any retail distributor or employee of the retail distributor who violates
subsection (a) of this section shall be guilty of a Class A misdemeanor and
may also be subject to a civil fine not to exceed five thousand dollars
($5,000).

2)

(A) The prosecuting attorney may waive any civil penalty under this
section if the retail distributor or employee of the retail distributor
establishes that he or she acted in good faith to prevent violations of
this section, and the violations occurred despite the exercise of due
diligence.

(B) In making a determination, the prosecuting attorney may consider
evidence that an employer trained employees how to sell, transfer, or
otherwise furnish substances specified in this subchapter in accordance
with applicable laws.

(c)

(1) It shall be unlawful for any person, other than a person or entity described
in § 5-64-1101(a)(1)-(4) of this section, to knowingly purchase, acquire, or
otherwise receive in a single transaction:

(A) More than three (3) packages of one (1) or more products that the
person knows to contain ephedrine, pseudoephedrine, or
phenylpropanolamine, their salts, isomers, or salts of isomers; or

(B) Any single package of any product that the person knows to contain
ephedrine, pseudoephedrine, or phenylpropanolamine, which contains
more than ninety-six (96) pills, tablets, gelcaps, capsules, or other
individual units or more than three (3) grams of ephedrine,
pseudoephedrine, or phenypropanolamine, their salts, isomers, or salts
of isomers, or a combination of any of these substances, whichever is
smaller.

(2)  Any person who violates the provisions of subdivision (c)(1) of this section
shall be guilty of a Class A misdemeanor.

(d) This section shall not apply to:

(1)  Pediatric products primarily intended for administration to children under

twelve (12) years of age, according to label instructions, either:

13
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)

3)

(1)
(1

2)

€)

(A) In solid dosage form whose individual dosage units to not exceed
recommended dosage, according to label instructions, does not exceed
fifteen (15) milligrams of ephedrine, pseudoephedrine, or
phenylpropanolamine; or

(B) In liquid form whose recommended dosage, according to label
instruction, does not exceed fifteen milligrams (15 mg) of ephedrine,
pseudoephedrine, or phenylpropanolamine per five milliliters (5 ml) of
liquid product;

Pediatric liquid products primarily intended for administration to children

under two (2) years of age for which the recommended dosage does not

exceed two milliliters (2 ml) and the total package content does not exceed
one fluid ounce (1 fl. 0z.); or

Products that the State Board of Pharmacy, upon application of a

manufacturer, exempts by rule from this section because the product has

been formulated in such a way as to effectively prevent the conversion of
the active ingredient into methamphetamine or its salts or precursors.

For the purposes of this subchapter:

The terms “ephedrine,” “pseudoephedrine,” and “phenylpropanolamine”

mean any drug product containing ephedrine, pseudoephedrine, or

phenylpropanolamine or any of their salts, isomers, or salts of isomers,
alone or in a mixture;

“Retail distributor” means a grocery store, general merchandise store,

drugstore, convenience stroe, or other related entity, the activities of which,

as a distributor of ephedrine, pseudoephedrine, or phenylpropanolamine
products, are limited exclusively to the sale of ephedrine, pseudoephedrine,
or phenylpropanolamine products for personal use, both in number of sales
and volume of sales, either directly to walk-in customers or in face-to-face

transactions by direct sales and includes any person or entity that makes a

direct sale or has knowledge of the sale, but does not include any manager,

supervisor, or owner not present and not otherwise aware of the sale, nor
shall it include the parent company of that entity if the company is not
involved in direct sales regulated by this subchapter; and

“Sale for personal use” means the sale in a single transaction to an

individual customer for a legitimate medical use of a product containing

ephedrine, pseudoephedrine, or phenylpropanolamine in quantities at or
below that specified in subsection (a) of this section, and includes the sale
of those products to employers to be dispensed to employees from first-aid
kits or medicine chests.

§)) Nothing in this section shall prohibit a person under the age of eighteen (18) years
from possessing and selling ephedrine, pseudoephedrine, or phenylpropanolamine
as an agent of the minor’s employer acting within the scope of the minor’s
employment.

14
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Insurance Policies — Prescription Drug Benefits

23-79-149. Prescription drug benefits.

(a) As used in this section, “insurance policy” means any individual, group, or
blanket policy, contract, or evidence of coverage written, issued, amended,
delivered, or renewed in this state, or which provides such insurance for residents
of this state, by an insurance company, hospital medical corporation, or health
maintenance organization.

(b)  No insurance company, hospital medical corporation, or health maintenance
organization issuing insurance policies in this state shall contract with a
pharmacist, pharmacy, pharmacy distributor, or wholesale drug distributor,
nonresident or otherwise, to provide benefits under such insurance policies for the
shipment or delivery of a dispensed legend drug into the State of Arkansas, unless
the pharmacist, pharmacy or distributor has been granted a license or permit from
the Arkansas State Board of Pharmacy to operate in the State of Arkansas.

(c)

(1)  Each insurance policy shall apply the same coinsurance, co-payment, and
deductible factors to covered drug prescriptions filled by a pharmacy
provider who participates in the insurance policy’s network if the provider
meets the contract’s explicit product cost determination.

(2)  Nothing in this subsection shall be construed to prohibit the insurance
policy from applying different coinsurance, copayment, and deductible
factors between and among generic and brand name drugs.

(d) Insurance policies shall not set a limit on the quantity of drugs which an enrollee
may obtain at any one (1) time with a prescription, unless the limit is applied
uniformly to all pharmacy providers in the insurance policy’s network.

(e)

(1)  For the purpose of this subsection, “maintenance drug” means a drug
prescribed by a practitioner who is licensed to prescribe drugs and used to
treat a medical condition for a period greater than thirty (30) days.

(2)  Insurance policies shall not insist or mandate any provider to change an
enrollee’s maintenance drug, unless the prescribing provider and enrollee
agree to such change.

(3) Notwithstanding other provisions of law to the contrary, insurance policies
that change an enrollee’s maintenance drug without the consent of the
provider and enrollee shall be liable to the provider or enrollee or both for
any damages resulting from the change.

® The Insurance Commissioner shall enforce the provisions of this section and shall
impose and collect a penalty of one thousand dollars ($1,000) for the first
violation of this section and a penalty of five thousand dollars ($5,000) for each
subsequent violation of this section. In addition, the commissioner shall have all
the powers to enforce this section as are granted to the commissioner elsewhere in
the Arkansas Insurance Code § 23-60-101 et seq.

(2) The commissioner shall have all the powers to enforce this section, including, but
not limited to, ensuring that the different coinsurance, copayment, and deductible
factors applicable between and among generic and brand name drugs are
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reasonable, as are granted to the commissioner elsewhere in the Arkansas
Insurance Code, § 23-60-101 et seq.

23-79-601. Definitions.
As used in this subchapter:

(1)

2)

)

“Diabetes self-management training” means instruction in an inpatient or

outpatient setting including medical nutrition therapy relating to diet,

caloric intake and diabetes management, excluding programs the primary

purposes of which are weight reduction, which enables diabetic patients to

understand the diabetic management process and daily management of

diabetic therapy as a method of avoiding frequent hospitalizations and

complications when the instruction is provided in accordance with a

program in compliance with the National Standards for Diabetes Self-

Management Education program as developed by the American Diabetes

Association;

“Health care insurer” means any insurance company, fraternal benefit

society, hospital and medical services corporation, or health maintenance

organization issuing or delivering a health insurance policy subject to any

of the following laws:

(A) The Arkansas Insurance Code, § 23-60-101 et seq.;

(B) Section 23-74-101 et seq. relating to fraternal benefit societies;

(C) Section 23-75-101 et seq. pertaining to hospital medical service
corporations;

(D) Section 23-76-101 et seq. pertaining to health maintenance
organizations; and

(E) Any successor law of the foregoing; and

“Health insurance policy” means a group insurance policy, contract, or

plan or an individual policy, contract, or plan which provides medical

coverage on an expense incurred, service or prepaid risk-sharing basis.

The term includes, but is not limited to, a policy, contract, or plan issued by

an entity subject to any the following laws:

(A) The Arkansas Insurance Code, § 23-60-101 et seq.;

(B) Section 23-74-101 et seq. relating to fraternal benefit societies;

(C) Section 23-75-101 et seq. pertaining to hospital medical service
corporations;

(D) Section 23-76-101 et seq. pertaining to health maintenance
organizations; and

(E) Any successor law of the foregoing.

23-79-602. Diabetes self-management training — Licensed providers — Prescription by

(2)

physician.

Every health insurance policy shall include coverage for one (1) per lifetime
training program per insured for diabetes self-management training when
medically necessary as determined by a physician and when provided by an
appropriately licensed health care professional upon certification by the health
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care professional providing the training that the insured patient has successfully
completed the training.

(b) Every health care insurer shall offer, in addition to the one (1) lifetime training
program provided in subsection (a) of this section, additional diabetes self-
management training in the event that a physician prescribes additional diabetes
self-management training and it is medically necessary because of a significant
change in the insured’s symptoms or conditions.

(©) A licensed health care professional shall only provide diabetes self-management
training within his or her scope of practice after having demonstrated expertise in
diabetes care and treatment and after having completed an educational program
required by his or her licensing board when that program is in compliance with
the National Standards for Diabetes Self-Management Education Program as
developed by the American Diabetes Association.

(d) Diabetes self-management training shall be provided only upon prescription by a
physician licensed under § 17-95-201 et seq.

(e) Nothing in this subchapter shall be construed to prohibit health care insurers from
selectively negotiating contracts with qualified providers of diabetes self-
management training programs.

23-79-603. Requirements.

(a) Every health insurance policy shall include medical coverage for medically
necessary equipment, supplies, and services for the treatment of Type I, Type II,
and gestational diabetes, when prescribed by a physician licensed under § 17-95-
201 et seq.

(b) The coverage required by this section shall be consistent with that established for
other services covered by a given health insurance policy in regard to any of the
following:

(1)  Deductibles, coinsurance, other patient cost-sharing amounts or out-of-
pocket limits; or
(2)  Prior authorization or other utilization review requirements or processes.

23-79-604. Exclusions.

This subchapter shall not be construed as prohibiting a health insurance policy from
excluding from coverage diabetes self-management training or equipment or supplies and
related services for the treatment of Type I, Type II, or gestational diabetes when the
training, equipment, supplies, and services are not medically necessary, provided that the
medical necessity determination is made in accordance with generally accepted standards
of the medical profession and other applicable laws and regulations.

23-79-605. Regulations.
The State Insurance Department shall develop and promulgate regulations to implement
the provisions of this subchapter.

23-79-606. Applicability — Delivery within state.
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(a)  This subchapter shall apply to any health insurance policy that is delivered, issued
for delivery, renewed, extended, or modified in this state on or after August 1,

1997.

(b) If a health insurance policy provides coverage or benefits to an Arkansas resident,
the policy shall be deemed to be delivered in this state within the meaning of this
subchapter, regardless of whether the health care insurer or other entity that
provides the coverage is located within or outside of Arkansas.

23-79-607. Applicability — Exceptions.
This subchapter shall not apply to:

(1
)
3)

4
)

Long-term care plans;

Disability income plans;

Short-term nonrenewable individual health insurance policies that expire
after six (6) months;

Medical payments under homeowner or automobile insurance policies; and
Workers’ compensation insurance.
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Food, Drug and Cosmetic Act

20-56-201. Title.
This subchapter may be cited as the “Food, Drug, and Cosmetic Act.”

20-56-202. Definitions.
As used in this subchapter, unless the context otherwise requires:

(1)
)

3)

4

)

(6)

(7)

®)

The term “board” means the State Board of Health;

The term “person” includes an individual, partnership, corporation, or

association;

The term “food” means:

(A) Articles used for food or drink for man or other animals;

(B) Chewing gum; and

(C) Articles used for components of any such article;

The term “drug” means:

(A) Articles recognized in the official United State Pharmacopoeia, the
official Homeopathic Pharmacopoeia of the United States, the official
National Formulary, or in any supplement to any of them,;

(B) Articles intended for use in diagnosis, cure, mitigation, treatment, or
prevention of disease in man or other animals;

(C) Articles other than food intended to affect the structure or any function
of the body of man or other animals; and

(D) Articles intended for use as a component of any article specified in
subdivisions (4)(A)-(C) of this section; but does not include devices or
their components, parts, or accessories;

The term “device,” except when used in subdivision (10)(B) of this section,

and in §§ 20-56-209(6), 20-56-211(3), 20-56-213(3), and 20-56-215,

means instruments, apparatus, and contrivances, including their

components, parts, and accessories which are intended:

(A) For use in the diagnosis, cure, mitigation, treatment, or prevention of
disease in man or other animals; or

(B) To affect the structure of any function of the body of man or other
animals;

The term “cosmetic” means:

(A) Articles intended to be rubbed, poured, sprinkled, or sprayed on,
introduced into, or otherwise applied to the human body or any part
thereof for cleansing, beautifying, promoting attractiveness, or altering
the appearance; and

(B) Articles intended for use as a component of any such articles, except
that the term shall not include soap;

The term “official compendium” means the official United States

Pharmacopoeia, the official Homeopathic Pharmacopoeia of the United

States, the official National Formulary, or any supplement to any of them;

The term “label” means a display of written, printed, or graphic matter

upon the immediate container of any article. A requirement made by or

under authority of this subchapter that any word, statement, or other
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)
(10)

(11)

(12)

(13)

(14)

(15)

information appear on the label shall not be considered to be complied with
unless the word, statement, or other information also appears on the outside
container or wrapper, if there is any, of the retail package of the article, or
is easily legible through the outside container or wrapper;

The term “immediate container” does not include package liner;

(A) The term “labeling” means all labels and other written, printed, or
graphic matter upon an article or any of its container or wrappers, or
accompanying the article.

(B) If any article is alleged to be misbranded because the labeling is
misleading, or if an advertisement is alleged to be false because it is
misleading, then in determining whether the labeling or advertisement
is misleading, there shall be taken into account, among other things,
not only representations made or suggested by statement, word,
design, device, sound, or in any combination thereof, but also the
extent to which the labeling or advertisement fails to reveal facts
material in the light of the representations or material with respect to
consequences which may result from the use of the article to which the
labeling or advertisement relates under the conditions of use
prescribed in the labeling or advertisement thereof or under such
conditions of use as are customary or usual;

The term “advertisement” means all representations disseminated in any

manner, or by any means other than by labeling, for the purpose of

inducing, or which are likely to induce, directly or indirectly, the purchase
of food, drugs, devices, or cosmetics;

The representation of a drug, in its labeling or advertisement, as an

antiseptic shall be considered to be a representation that it is a germicide

except in the case of a drug purporting to be, or represented as, an
antiseptic for inhibitory use as a wet dressing, ointment, dusting powder, or
other use which involves prolonged contact with the body;

The term “new drug” means

(A) Any drug the composition of which is such that the drug is not
generally recognized among experts who are qualified by scientific
training and experience to evaluate the safety of drugs as safe for use
under the conditions prescribed, recommended, or suggested in the
labeling thereof; or

(B) Any drug the composition of which is such that the drug, as a result of
investigations to determine its safety for use under such conditions,
has become so recognized, but which has not, otherwise than in such
investigations, been used to a material extent or for a material time
under such conditions;

The term “contaminated with filth” applies to any food, drug, device, or

cosmetic not securely protected from dust, dirt, and, as far as may be

necessary and by all reasonable means, from all foreign or injurious
contaminations;

The term “federal act” means the federal Food, Drug, and Cosmetic Act;
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(16) The term “human growth hormone” means somatrem, somatropin, or an
analogue of either of them;

(17) The term “counterfeit substance” means a drug which, or the container or
labeling of which, without authorization, bears the trademark, trade name,

or other identifying mark, imprint, or device, or any likeness thereof, of a

drug manufacturer, processor, packer, or distributor other than the person

or persons who, in fact, manufactured, processed, packed, or distributed the
drug and which thereby falsely purports, or is represented, to be the
product of, or to have been packed or distributed by, another drug
manufacturer, processor, packer, or distributor;

(18) The term “human growth hormone” includes both cadaver source and
biosynthetic human growth hormones;

(19) “Abandoned drug” means a drug which:

(A) Is in the possession or control of a person who is without authority
under law to possess, purchase, or sell;

(B) In its present circumstances presents a danger to the public health and
safety;

(C) Is not properly controlled by the person who by law has authority to
possess, purchase, or sell the drug;

(D) Is the subject of a recall order by the federal Food and Drug
Administration but has not been returned within a reasonable time
after the publication of that order;

(E) Is adulterated, misbranded, or a new drug as defined in this subchapter
or a drug intended solely for investigational use and approved by the
federal Food and Drug Administration as such for which there is no
approval in effect; or

(F) Is otherwise rendered unsafe for use as a result of fire, flood, or other
natural disaster.

20-56-203. Applicability.

The provisions of this subchapter regarding the selling of food, drugs, devices, or
cosmetics shall be considered to include the manufacture, production, processing,
packing, exposure, offer, possession, and holding of any such article for sale and includes
the sale, dispensing, and giving of any such article and the supplying or applying of the
articles in the conduct of any food, drug, or cosmetic establishment.

20-56-204. Notice of minor violations.

Nothing in this subchapter shall be construed as requiring the State Board of Health to
report for the institution of proceedings under this subchapter any minor violations of this
subchapter whenever the board believes that the public interest will be adequately served
under the circumstances by a suitable written notice or warning to the violators.

20-56-205. Penalties — Exceptions.

() Any person who violates any of the provisions of this subchapter shall be guilty of
a misdemeanor and for such offense shall, upon conviction, be fined an amount
not to exceed five hundred ($500), or shall be sentenced to not more than one (1)

3
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(b)

(c)

(d)

year’s imprisonment, or both fine and imprisonment, in the discretion of the court.
For each subsequent offense and conviction thereof, the person shall be fined not
less than one thousand dollars ($1,000) or sentenced to one (1) year’s
imprisonment, or both fine and imprisonment, in the discretion of the court.

No person shall be subject to the penalties of subsection (a) of this section for
having violated § 20-56-215(1) or (3) if he or she establishes a guaranty or
undertaking, signed by and containing the name and address of the person
residing in the State of Arkansas from whom he or she received in good faith the
article, to the effect that the article is not adulterated or misbranded within the
meaning of this subchapter and designating this subchapter.

No publisher, radio broadcast licensee, or agency or medium for the
dissemination of an advertisement, but not including the manufacturer, packer,
distributor, or seller of the article to which a false advertisement relates, shall be
liable under this section by reason of the dissemination by him, her, or it of the
false advertisement, unless he, she, or it has refused, on the request of the State
Board of Health, to furnish the board the name and post office address of the
manufacturer, packer, distributor, seller, or advertising agency residing in the
State of Arkansas who caused him, her, or it to disseminate the advertisement.

(1)  Except as provided in subdivision (2) of this subsection, any person who
distributes or possesses with intent to distribute any human growth
hormone or counterfeit substance purporting to be a human growth
hormone for any use in humans other than the treatment of disease
pursuant to the order of a physician shall be deemed guilty of a Class D
felony.

(2)  Any person who distributes or possesses with the intent to distribute to an
individual under eighteen (18) years of age, any human growth hormone or
counterfeit substance purporting to be a human growth hormone for any
use in humans other than the treatment of disease pursuant to the order of a
physician shall be deemed guilty of a Class C felony.

(3)  Possession of any person of more than two hundred (200) capsules or
tablets or more than sixteen cubic centimeters (16cc.) of human growth
hormones or counterfeit substance purporting to be a human growth
hormone shall create a rebuttable presumption that the person possesses
such substances with the intent to deliver in violation of this subsection.
Provided, however, this presumption may be overcome by the submission
of evidence sufficient to create a reasonable doubt that the person charged
possessed the substance with intent to deliver.

20-56-206. Duty of prosecuting attorney.

It shall be the duty of each prosecuting attorney to whom the State Board of Health
reports any violation of this subchapter to cause appropriate proceedings to be instituted
in the proper courts without delay and to be prosecuted in the manner required by law.

20-56-207. Injunction authorized.
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In addition to the remedies provided in § 20-56-205, the State Board of Health is
authorized to apply to the proper circuit court for, and the court shall have jurisdiction,
upon hearing and for cause shown, to grant a temporary or permanent injunction
restraining any person from violating any provision of § 20-56-215, whether or not there
exists an adequate remedy at law.

20-56-208. Adulterated food.
A food shall be deemed to be adulterated:

(1

2)

)

(A) If it bears or contains any poisonous or deleterious substance which
may render it injurious to health. However, if the substance is not an
added substance, the food shall not be considered adulterated under
this subdivision if the quantity of the substance in the food does not
ordinarily render it injurious to health;

(B) Ifit bears or contains any added poisonous or added deleterious
substance which is unsafe within the meaning of § 20-56-218;

(C) Ifit consists in whole or in part of a diseased, contaminated, filthy,
putrid, or decomposed substance, or it is otherwise unfit for food;

(D) If it has been produced, prepared, packed, or held under insanitary
conditions whereby it may have become contaminated with filth, or
whereby it may have been rendered diseased, unwholesale, or
injurious to health;

(E) Ifitis the product of a diseased animal or an animal which has died
otherwise than by slaughter, or that has been fed upon the uncooked
offal of other animals; or

(F) Ifits container is composed, in whole or in part, of any poisonous or
deleterious substance which may render the contents injurious to
health;

(A) If any valuable constituent has been in whole or in part omitted or
abstracted therefrom;

(B) If any substance has been substituted wholly or in part therefore;

(C) If damage or inferiority has been concealed in any manner; or

(D) If any substance has been added thereto or mixed or packed therewith
so as to increase its bulk or weight, to reduce its quality or strength, or
to make it appear better or of greater value than it is;

If it is confectionery and it bears or contains any alcohol or nonnutritive

article or substance except harmless coloring, harmless flavoring, harmless

resinous glaze not in excess of four-tenths of one percent (4/10 of 1%),

harmless natural wax not in excess of four-tenths of one percent (4/10 of

1%), harmless natural gum, and pectin. However, this subdivision shall

not apply to any confectionery by reason of its containing less than one-

half of one percent (1/2 of 1%) by volume of alcohol derived solely from

the use of flavoring extracts, or to any chewing gum by reason of its

containing harmless nonnutritive masticatory substances; or
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If it bears or contains a coal tar color other than one from a batch which has
been certified under authority of the federal Food, Drug, and Cosmetic Act.

20-56-209. Misbranded food.
A food shall be deemed to be misbranded:

(1)
)
3)

4
)

(6)

(7)

®)

)

If its labeling is false or misleading in any particular;

If it is offered for sale under the name of another food;

If it is an imitation of another food, unless its label bears, in type of

uniform size and prominence, the word “imitation” and, immediately

thereafter, the name of the food imitated;

If its container is so made, formed, or filled as to be misleading;

If in package form, unless it bears a label containing:

(A) The name and place of business of the manufacturer, packer, or
distributor;

(B) An accurate statement of the quantity of the contents in terms of
weight, measure, or numerical count, provided that reasonable
variations shall be permitted, and exemptions as to small packages
shall be established by regulations prescribed by the State Board of
Health;

If any word, statement, or other information required by or under authority

of this subchapter to appear on the label or labeling is not prominently

placed thereon with such conspicuousness, as considered as compared with
other words, statements, designs, or devices in the labeling, and in such
terms as to render it likely to be read and understood by the ordinary
individual under customary conditions of purchase and use;

If it purports to be or is represented as a food for which a definition and

standard of identity has been prescribed by regulations as provided by §

20-56-219 or by the federal Food, Drug, and Cosmetic Act, unless:

(A) It conforms to the definition and standard; and

(B) Its label bears the name of the food specified in the definition and
standard, and, insofar as may be required by regulations, the common
names of optional ingredients other than spices, flavoring, and
coloring present in the food;

If it purports to be or is represented as:

(A) A food for which a standard of quality has been prescribed by
regulations as provided in § 20-56-219 or by the federal Food, Drug,
and Cosmetic Act and its quality falls below the standard, unless it
label bears, in such manner and form as the regulations specify, a
statement that it falls below the standard; or

(B) A food for which a standard of fill or container has been prescribed by
regulations as provided by § 20-56-219, and it falls below the standard
of fill of container applicable thereto unless its label bears, in such
manner and form as the regulations specify, a statement that it falls
below the standard;

If it is not subject to the provisions of subdivision (7) of this section, unless

it bears labeling clearly giving:
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(10)

(11)

(12)

(A) The common or usual name of the food, if there is any; and

(B) In case it is fabricated from two (2) or more ingredients, the common
or usual name of each ingredient, except that spices, flavorings, and
colorings, other than those sold as such, may be designated as spices,
flavorings, and colorings without naming each.

(C) However, to the extent that compliance with the requirements of
subdivision (9)(B) of this section is impractical or results in deception
or unfair competition, exemptions shall be established by regulations
promulgated by the State Board of Health;

If it purports to be or is represented for special dietary uses unless its label

bears such information concerning its vitamin, mineral, and other dietary

properties as the board determines to be, and by regulations prescribed as
necessary in order to fully inform purchasers as to its value for such uses;

If it bears or contains any artificial flavoring, artificial coloring, or

chemical preservative unless it bears labeling stating that fact, provided

that to the extent that compliance with the requirements of this subdivision
is impracticable, exemptions shall be established by regulations
promulgated by the board; and

If it is a product intended as an ingredient of another food and, when used

according to the directions of the purveyor, will result in the final food

product being adulterated or misbranded.

20-56-210. Adulterated drug or device.
A drug or device shall be deemed to be adulterated:

(1)

2)

(A) Ifit consists in whole or in part of any filthy, putrid, or decomposed
substance;

(B) Ifit has been produced, prepared, packed, or held under insanitary
conditions whereby it may have been contaminated with filth or
whereby it may have been rendered injurious to health;

(C) Ifitis adrug and its container is composed, in whole or in part, of any
poisonous or deleterious substance which may render the contents
injurious to health; or

(D) Ifitis a drug and it bears or contains, for purposes of coloring only, a
coal tar color other than one from a batch certified under the authority
of the federal Food, Drug, and Cosmetic Act;

It is purports to be or is represented as a drug, the name of which is

recognized in an official compendium, and its strength differs from, or its

quality or purity falls below, the standard set forth in the compendium.

The determination as to strength, quality, or purity of the drug or device

shall be made in accordance with the tests or methods of assay set forth in

the compendium, or in the absence of or inadequacy of the test or methods
of assay, those prescribed under authority of the federal Food, Drug, and

Cosmetic Act. No drug defined in an official compendium shall be deemed

to be adulterated under this subdivision because it differs from the standard

7
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3)

(4)

of strength, quality, or purity set forth in the compendium if its difference
in strength, quality, or purity from the standard is plainly stated on its label.
Whenever a drug is recognized in both the United States Pharmacopoeia
and the Homeopathic Pharmacopoeia of the United States, it shall be
subject to the requirements of the United State Pharmacopoeia unless it is
labeled and offered for sale as a homeopathic drug, in which case it shall be
subject to the provisions of the Homeopathic Pharmacopoeia of the United
States and not to those of the United States Pharmacopoeia,

If it is not subject to the provisions of subdivision (2) of this section and its
strength differs from, or its purity or quality falls below, that which it
purports or is represented to possess; or

If it is a drug and any substance has been:

(A) Mixed or packed therewith so as to reduce its quality or strength; or
(B) Substituted wholly or in part therefor.

20-56-211. Misbranded drug or device.
A drug or device shall be deemed misbranded:

(1
)

€)

(4)

If its labeling is false or misleading in any particular;
If in package form unless it bears a label containing:

(A) The name and place of business of the manufacturer, packer, or
distributor. However, in the case of any drug subject to subdivision
(11) of this section, the label shall contain the name and place of
business of the manufacturer of the final dosage form of the drug and,
if different, the name and place of business of the packer or distributor
thereof; and

(B) An accurate statement of the quantity of the contents in terms of
weight, measure, or numerical count. Reasonable variations shall be
permitted, and exemptions as to small packages shall be established,
by regulations prescribed by the State Board of Health;

If any word, statement, or other information required by or under authority

of this subchapter to appear on the label or labeling is not prominently

placed theron with such conspicuousness, as compared with other words,
statements, designs, or devices in the labeling, and in such terms as to
render it likely to be read and understood by the ordinary individual under
customary conditions of purchase and use;

If it is for use by man and contains any quantity of narcotic or hypnotic

substance, alpha-sucaine, barbituric acid, beta-sucaine, bromal, cannabis,

carbromal, chloral, coca, cocaine, codeine, heroin, marijuana, morphine,
opium, paraldehyde, peyote, or sulphonmethane, or any chemical
derivative of such substances, which derivative has been designated as
habit-forming by regulations promulgated under § 502(d) [repealed] of the
federal Food, Drug, and Cosmetic Act unless its label bears the name and
quantity or proportion of the substance or derivative and in juxtaposition
therewith the statement “Warning — May be habit-forming”;
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)

(6)

(7

(8)

©)

If it is a drug and is not designated solely by a name recognized in an
official compendium unless its label bears:
(A) The common or usual name of the drug, if there is any; and
(B) In case it is fabricated from two (2) or more ingredients, the common
or usual name of each active ingredient, including the kind and
quantity or proportion of any alcohol, and also including, whether
active or not, the name and quantity or proportion of any bromides,
ether, chloroform, acetanilide, acetophenetidin, amidopyrine,
antipyrine, atropine, hyoscine, hyoscyamine, arsenic, digitalis,
glucosides, mercury, ouabain, stophanthin, strychnine, thyroid, or any
derivative or preparation of any such substances contained therein.
However, to the extent that compliance with the requirements of this
subdivision is impracticable, exemptions shall be established by
regulations promulgated by the board;
Unless its labeling bears:
(A) Adequate directions for use; and
(B) Such adequate warning against use in those pathological conditions or
by children where its use may be dangerous to health, or against
unsafe dosage or methods or duration of administration or application,
in such manner and form as are necessary for the protection of users.
However, where any requirement of subdivision (6)(A) of this section
as applied to any drug or device is not necessary for the protection of
the public health, the board shall promulgate regulations exempting the
drug or device from the requirements;
If it purports to be a drug the name of which is recognized in an official
compendium, unless it is packaged and labeled as prescribed therein.
However, the method of packing may be modified with the consent of the
board. Whenever a drug is recognized in both the United States
Pharmacopoeia and the Homeopathic Pharmacopoeia of the United States,
it shall be subject to the requirements of the United States Pharmacopoeia
with respect to packaging and labeling unless it is labeled and offered for
sale as a homeopathic drug, in which case it shall be subject to the
provisions of the Homeopathic Pharmacopoeia of the United States and
not to those of the United State Pharmacopoeia;
If it has been found by the board to be a drug liable to deterioration, unless
it is packaged in such form and manner and its label bears a statement of
such precautions as the board shall be regulations require as necessary for
the protection of public health. No such regulations shall be established for
any drug recognized in an official compendium until the board shall have
informed the appropriate body charged with the revision of the
compendium of the need for the packaging or labeling requirements and
the body shall have failed within a reasonable time to prescribe the
requirements;

(A) Ifitis a drug and its container is so made, formed, or filled as to be
misleading;
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(10)

(11)

(B) Ifitis an imitation of another drug; or

(C) Ifitis offered for sale under the name of another drug;

If it is dangerous to health when used in the dosage or with the frequency

or duration prescribed, recommended, or suggested in the labeling thereof;

or

If it is a drug other than those covered by Acts 1951, No. 184 [repealed],

and intended for use by man which:

(A) Is a habit-forming drug to which subdivision (4) of this section
applies;

(B) Because of its toxicity or other potentiality for harmful effect, or the
method of use, or the collateral measures necessary to its use, is not
safe for use except under the supervision of a physician, dentist, or
veterinarian; or

(C) Is limited by an effective application under § 505 [repealed] of the
federal Food, Drug, and Cosmetic Act to use under professional
supervision by a physician, dentist, or veterinarian unless it is
dispensed only:

(1) Upon a written prescription of a physician, dentist, or veterinarian;

or

(i1)) Upon the oral prescription of a physician, dentist, or veterinarian
which is reduced promptly to writing by the pharmacist; or

(i11) By refilling any written or oral prescription if the refilling is
authorized by the prescriber either in the original prescription or
by oral order which is promptly reduced to writing by the
pharmacist. However, any drug dispensed by filling or refilling a
written or oral prescription of a physician, dentist, or veterinarian
shall be exempt from the requirements of this section except
subdivisions (1) and (9) of this section if the drug bears a label
containing the name and address of the dispenser, the serial
number and date of the prescription or its filling, the name of the
prescriber and, if stated in the prescription, the name of the
patient, and the directions for use and cautionary statements, if
any, contained in the prescription. This exemption shall not apply
to any drug dispensed in the course of the conduct of a business of
dispensing drugs pursuant to diagnosis by mail.

20-56-212. Adulterated cosmetic.
A cosmetic shall be deemed to be adulterated:

10

(1)

If it bears or contains any poisonous or deleterious substance which may
render it injurious to users under the conditions of use prescribed in the
labeling or advertisement thereof, or under such conditions of use as are
customary or usual. However, this provision shall not apply to coal tar hair
dye, the label of which bears the following legend conspicuously displayed
thereon: “Caution — This product contains ingredients which may cause
skin irritation on certain individuals, and a preliminary test according to
accompanying directions should first be made. This product must not be

Arkansas State Board of Pharmacy Law Book
Food Drug and Cosmetic Act: June, 2003

E



2)
)

4
)

used for dyeing the eyelashes or eyebrows; to do so may cause blindness,”
and the labeling of which bears adequate direction for such preliminary
testing. For the purpose of this subdivision and subdivision (5) of this
section, the term “hair dye” shall not include eyelash dyes or eyebrow
dyes;

If it consists in whole or part of any filthy, putrid, or decomposed
substance;

If it has been produced, prepared, packed, or held under insanitary
conditions whereby it may have become contaminated with filth or
whereby it may have been rendered injurious to health;

If its container is composed, in whole or in part, of any poisonous or
deleterious substance which may render the contents injurious to health or;
If it is not a hair dye and it bears or contains coal tar color other than one
from a batch which has been certified under authority of the federal Food,
Drug, and Cosmetic Act.

20-56-213. Misbranded cosmetic.
A cosmetic shall be deemed to be misbranded:

(1
)

)

(4)

If its labeling is false or misleading in any particular;

If in package form unless it bears a label containing:

(A) The name and place of business of the manufacturer, packer, or
distributor; and

(B) An accurate statement of the quantity of the contents in terms of
weight, measure, or numerical count, provided that reasonable
variations shall be permitted and exemptions as to small packages shall
be established by regulations prescribed by the State Board of Health;

If any word, statement, or other information required by or under authority

of this subchapter to appear on the label is not prominently placed thereon

with such conspicuousness, as compared with other words, statements,

designs, or devices, in the labeling and in such terms as to render it likely

to be read and understood by the ordinary individual under customary

conditions of purchase and use; or

If its container is so made, formed, or filled as to be misleading.

20-56-214. False or misleading advertisement.
An advertisement of a food, drug, device, or cosmetic shall be deemed to be false
if it is false or misleading in any particular.

(2)
(b)

(1)

For the purpose of this subchapter, the advertisement of a drug or device
representing it to have any effect in albuminuria, appendicitis,
arteriosclerosis, blood poison, bone disease, Bright’s disease, cancer,
carbuncles, cholecystitis, diabetes, diphtheria, dropsy, erysipelas,
gallstones, heart and vascular diseases, high blood pressure, mastoiditis,
measles, meningitis, mumps, nephritis, otitis media, parlysis, pneumonia,
poliomyelitis or infantile paralysis, prostate gland disorders, pyelitis,
scarlet fever, sexual impotence, sinus infection, smallpox, tuberculosis,

11
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“Hospital pharmacy” shall also mean the place or places in which drugs, chemicals,
medicines, prescriptions or poisons are compounded for the dispensing to hospital
employees, members of the immediate families of hospital employees, patients being
discharged, and other persons in emergency situations.

“Hospital pharmacy” shall also mean the provision of pharmaceutical services as
defined in the Pharmacy Practice Act by a pharmacist to a patient of the hospital.

(B) “Hospital employee” means any individual employed by the hospital whose
compensation for services or labor actually performed for a hospital is reflected on the
payroll records of a hospital.

(C) “Qualified hospital personnel” means persons other than licensed pharmacists who
perform duties in conjunction with the overall hospital pharmaceutical services for
inpatients.

(D) “Licensed pharmacist” means any person licensed to practice pharmacy by the
Arkansas State Board of Pharmacy who provides pharmaceutical services as defined in
the Pharmacy Practice Act to patients of the hospital.

(E) “Unit dose distribution system” means a pharmacy-coordinated method of dispensing
and controlling medications in hospitals in which medications are dispensed in single
unit packages for a specific patient on orders of a physician where not more than a 24-
hour supply of said medications is dispensed, delivered, or available to the patient.

“Unit dose distribution system” also means a system that meets the requirement of a

"Unit Dose Distribution System," provided that up to a 72-hour supply may be sent to

the floor once a week if the system has been reviewed and approved administratively by
the Board of Pharmacy.
(2) Compounding, dispensing and distributing

(A) Compounding is the act of selecting, mixing, combining, measuring, counting, or
otherwise preparing a drug or medication.

(B) Dispensing is a function restricted to licensed pharmacists which involves the issuance
of:

(i) one or more doses of a medication in containers other than the original, with such
new containers being properly labeled by the dispenser as to content and/or
directions for use as directed by the prescriber;

(iiy medication in its original container with a pharmacy prepared label that carries to the
patient the directions of the prescriber as well as other vital information;

(i) a package carrying a label prepared for nursing station use. The contents of the
container may be for one patient (individual prescription) or for several patients
(such as a nursing station medication container).

(C) Distributing, in the context of this regulation, refers to the movement of a medication
from a central point to a nursing station medication center. The medication must be in
the original labeled manufacturer's container or in a prepackaged container labeled
according to federal and state statutes and regulations, by a pharmacist or under his
direct and immediate supervision.

(3) Administering

An act, restricted to nursing personnel as defined in Nurses Practice Act 43 of 1971, in

which a single dose of a prescribed drug or biological is given a patient. This activity

includes the removal of the dose from a previously dispensed, properly labeled container,
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verifying it with the prescriber's orders, giving the individual dose to the proper patient and

recording the time and dose given.

(4) Pharmacy and therapeutics committee

There is a committee of the medical staff to confer with the pharmacist in the formulation of

policies, explained as follows:

(A) A pharmacy and therapeutics committee (P & T Committee), composed of a least one
physician, the administrator or representative, the director of nursing service or
representative, and the pharmacist is established in the hospital. It represents the
organizational line of communication and the liaison between the medical staff and the
pharmacist.

(B) The committee assists in the formation of broad professional policies regarding the
evaluation, appraisal, selection, procurement, storage, distribution, use, and safety
procedures, and all other matters relating to drugs in hospitals.

(C) The committee performs the following specific functions:

(i)  Serves as an advisory group to the hospital medical staff and the pharmacist on
matters pertaining to the choice drugs.

(i) Develops and reviews periodically a formulary or drug list for use in the hospital;

(iif) Establishes standards concerning the use and control of investigational drugs and
research in the use of recognized drugs;

(iv) Evaluates clinical data concerning new drugs or preparations requested for use in
the hospital;

(v)  Makes recommendations concerning drugs to be stocked on the nursing unit floors
and emergency drug stocks;

(viy  Prevents unnecessary duplication in stocking drugs and drugs in combination
having identical amounts of the same therapeutic ingredients.

(vii) The committee meets at least quarterly and reports to the medical staff by written
report.

(viit) Develops and routinely evaluates a hospital-wide Medication Error Reduction Plan
(MERP) to identify actual or potential medication-related errors and to perform a
concurrent and retrospective review of clinical care. The MERP should address
the areas of: prescribing, prescription, order communication, product labeling,
product packaging and nomenclature, compounding, dispensing, distribution,
administration, education, monitoring and use.

(5) Pharmacy operations

The hospital has a pharmacy directed by a licensed pharmacist. The pharmacy is

administered in accordance with accepted professional principles.

(A) Pharmacy supervision
There is a pharmacy directed by a licensed pharmacist, defined as follows:

(i) The director of pharmacy is trained in the specialized functions of hospital
pharmacy.

(if) The director of pharmacy is responsible to the administration of the hospital and the
Board of Pharmacy for developing, supervising, and coordinating all the activities of
the pharmacy department and all pharmacists providing professional services in the
hospital.

(iii) All licensed pharmacists who provide pharmaceutical services as defined by the
Pharmacy Practice Act shall practice under policies, procedures, and protocols
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approved by the director of pharmacy. These policies, procedures, and protocols
shall be subject to review and approval by the Board of Pharmacy.
(6) Physical facilities

Facilities are provided for the storage, safeguarding, preparation, and dispensing of drugs,

defined as follows:

(A) Drugs are issued to floor units in accordance with approved policies and procedures.

(B) Drug cabinets on the nursing units are routinely checked by the pharmacist. All floor
stocks are properly controlled.

(C) A careful determination of the functions of a department will regulate the space to be
allocated, the equipment necessary to carry out the functions, and the number of
personnel required to utilize the equipment and to render a given volume of service, as
these functions relate to the frequency or intensity of each function or activity.
Adequate equipment should specifically relate to services rendered and functions
performed by the hospital pharmacy. Equipment lists will relate to the following
services and functions:

(i) Medication preparation;

(if) Library reference facilities;

(iif) Record and office procedures;

(iv) Sterile product manufacturing;

(v) Bulk compounding (manufacturing);

(vi) Product control (assay, sterility testing, etc.);

(vii) Product development and special formulations for medical staff.

(D) Equipment appropriate for the hospital pharmacy’s specific scope of practice shall be
maintained by the pharmacy and may include but is not limited to:

(i) Graduates capable of measuring from 0.1 ml. up to at least 500 ml.

(i)  Mortars and pestles.

(iii) Hot and cold running water.

(iv) Spatulas (steel and non-metallic).

(v) Funnels.

(vi) Stirring rods.

(vii) Class A balance and appropriate weights.

(viii) Typewriter or other label printer.

(ix) Suitable apparatus for production of small-volume sterile products

(x)  Suitable containers and labels.

(E) Each hospital pharmacy shall maintain a Pharmacy library:

(i.)  available for use by the pharmacist and the patient, including either current
drug information manuals, or computers capable of printing current drug
information for the pharmacist and patient drug information and monographs
for patients.

(i.)  other pharmacy reference books and periodicals necessary for effective
pharmacy practice.

(F) Special locked storage space is provided to meet the legal requirements for storage of
controlled drugs, alcohol, and other prescribed drugs.

(7) Personnel

Personnel competent in their respective duties are provided in keeping with size and activity

of the department, explained as follows:
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(A) The director of pharmacy is assisted by an adequate number of additional licensed
pharmacists and such other personnel as the activities of the pharmacy may require to
ensure quality pharmaceutical services.

(B) The pharmacy, depending upon the size and scope of its operations, is staffed by the
following categories of personnel:

(i) Chief pharmacist (director of pharmacy)

(if) One or more assistant chief pharmacists (assistant director of pharmacy).
(ii1) Staff pharmacists.

(iv) Pharmacy residents (where program has been activated).

(v) Trained non-professional pharmacy helpers (qualified hospital personnel).
(vi) Clerical help.

(8) Emergency pharmaceutical services

Through the administrator of the hospital, the P & T Committee shall establish policies and

procedures that include, but are not limited to the following:

(A) Upon admission to the emergency room on an outpatient basis and when examined by
the physician where medications are prescribed to be administered, a record must be
kept on file in the emergency room admission book or a copy of the Emergency Room
medication order must be kept by the pharmacist to be readily accessible, for control and
other purposes, as required by these regulations.

(B) If the physician wishes the patient to have medication to be taken with them from the
Emergency Room supplies, the amounts to be taken shall be sufficient to last until
medication may be obtained from local pharmacies, in any case not to exceed a 48-hour
supply. All state and federal laws must be observed concerning all records, labeling, and
outpatient dispensing requirement.

(C) Take home prescriptions for anti-infectives issued to patients at the time of discharge
from the emergency room, filled by a pharmacist, shall be quantities consistent with the
medical needs of the patient.

(9) Pharmacy records and labeling

Records are kept of the transactions of the pharmacy and correlated with other hospital

records where indicated. All medication shall be properly labeled. Such record and labeling

requirements are as follows:

(A) The pharmacy establishes and maintains, in cooperation with the accounting department,
a satisfactory system of records and bookkeeping in accordance with the policies of the
hospital for:

(i) Maintaining adequate control over the requisitioning and dispensing of all drugs and
pharmaceutical supplies, and
(iiy Charging patients for drugs and pharmaceutical supplies.

(B) A record of procurement and dispersement of all controlled drugs is maintained in such
a manner that the disposition of any particular item may be readily traced.

(C) The pharmacist shall receive and provide service pursuant to the perusal of the
physician's original order or a direct copy thereof, except in emergency situations
wherein the pharmacist may provide service pursuant to a verbal order or to an oral or
written transcription of the physician's order provided that the pharmacist shall receive
and review the original or direct copy within twenty-four (24) hours of the time the
service is provided.
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(D) A record shall be maintained by the pharmacy and stored separately from other hospital
records for each patient (inpatient or outpatient) containing the name of the patient, the
prescribing physician, the name and strength of drugs prescribed, the name and
manufacturer (or trademark) of medication dispensed.

(E) The label of each medication container prepared for administration to inpatients, shall
bear the name and strength of the medication, the expiration date, and the lot and control
number. The label on the medication, or the container into which the labeled medication
is placed, must bear the name of the patient.

(F) The label of each outpatient's individual prescription medication container bears the
name of the patient, prescribing physician, directions for use, the name and strength of
the medication dispensed (unless directed otherwise by the physician).

(10) Control of toxic or dangerous drugs

Policies are established to control the administration of toxic or dangerous drugs with

specific reference to the duration of the order and the dosage, explained as follows:

(A) The medical staff has established a written policy that all toxic or dangerous medications
not specifically prescribed as to time or number of doses, will be automatically stopped
after a reasonable time limit set by the staff.

(B) The classifications ordinarily thought of as toxic or dangerous drugs are controlled sub-
stances, anticoagulants, antibiotics, oxytoxics, and cortisone products.

(C) Except for controlled drugs, all deteriorated non-sterile, non-labeled or damaged
medication shall be destroyed by the pharmacist.

(D) All controlled drugs (Schedule 11, 111, 1V, and V) should be listed and a copy sent, along
with the drugs to the Arkansas Department of Health by registered mail or delivered in
person for disposition.

(11) Drugs to be dispensed

Therapeutic ingredients of medications dispensed are included (or approved for inclusion) in

the United States Pharmacopoeia, N.F. and U.S. Homeopathic Pharmacopoeia, or Accepted

Dental Remedies (except for any drugs unfavorably evaluated therein) and drugs approved

by provisions of the Arkansas Act 436 of 1975, or are approved for use by the P & T

Committee of the hospital staff, explained as follows:

(A) The pharmacist, with the advice and guidance of the P & T Committee, is responsible
for specifications as to quality, quantity, and source of supply of all drugs.

(B) There is available a formulary or list of drugs accepted for use in the hospital which is
developed and amended at regular intervals by the P & T Committee with the
cooperation of the pharmacist and the administration.

(12) Policy and procedure manual
(A) A policy and procedure manual pertaining to the operations of the hospital pharmacy
with updated revisions adopted by the P & T Committee of each hospital shall be
prepared and maintained at the hospital.
(B) The policy and procedure manual should include at a minimum the following:
(i) Provisions for procurement, storage, distribution and drug control for all aspects of
pharmaceutical services in the hospital;
(i) Specialized areas such as surgery, delivery, ICU and CCU units and emergency
room stock and usage of medication shall be specifically outlined;
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(iif) A system of requisitioning supplies and medications for nurses’ stations stock shall
be in written procedural form as to limits of medications to be stocked in each
nursing unit;

(iv) Detailed job descriptions and duties of each employee by job title working in the
pharmacy department must be developed and made a part of these policies and
procedures.

(v) The pharmacy policy and procedure manual shall be subject to review and approval
by the Board of Pharmacy on request from the Board.

(13) Employee prescription medication

(A) There will be a prescription on file for all prescription drugs dispensed to hospital
employees and their immediate families. These records will be kept separate from all
inpatient records.

(B) The only person(s) entitled to have employee prescriptions filled will be the employee
listed on the hospital payroll and members of their immediate family.

(14) Patient discharge medication
Any take-home prescription dispensed to patients at time of discharge from the hospital
shall be for drugs and quantities consistent with the immediate medical needs of the patient.
(15) Licensed pharmacist personnel requirements

The minimum requirements for licensed pharmacists in hospitals are:

(A) A general hospital, surgery and general medical care maternal and general medical care
hospital, chronic disease hospitals, psychiatric hospitals, and rehabilitative facilities
licensed for greater than fifty (50) beds, as determined by the institution's license issued
by the Arkansas Department of Health, shall require the services of a pharmacist in
charge, who shall be responsible for duties defined in Regulation 04-00-0010.
Additional pharmacists shall be employed as are necessary to perform required
pharmacy duties in keeping with the size and scope of the services of the hospital
pharmacy's safe and efficient operation in the opinion of the Arkansas State Board of
Pharmacy. Hospitals, providing specialized or unique patient care services, may request
approval from the Arkansas State Board of Pharmacy to be exempt from the
requirement of a pharmacist on duty forty (40) hours per week. The request for
exemption must provide adequate written documentation to justify the services of a
pharmacist for as many hours as are necessary to perform required pharmacy services,
followed by an appearance before the Board for final approval of the request.

(B) The above classified hospitals, licensed for fifty (50) beds or less, as determined by the
institution's license issued by the Arkansas Department of Health, shall require the
services of pharmacist(s) including a pharmacist in charge, for as many hours as, in the
opinion of the Arkansas State Board of Pharmacy and the Arkansas State Board of
Health, are necessary to perform required pharmacy duties in keeping with the size and
scope of the services of the hospital pharmacy's safe and efficient operation. The
pharmacist(s) shall be on site at least five (5) days per week to perform and review
pharmacy dispensing, drug utilization, and drug distribution activities. A pharmacist
shall be available to provide emergency services to the staff when the pharmacy is
closed.

(C) Recuperative centers, outpatient surgery centers, and infirmaries
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(i) If the infirmary, recuperative center or outpatient surgery center has a pharmacy
department, a licensed pharmacist must be employed to administer the pharmacy in
accordance with all state and federal laws regarding drugs and drug control.

(it) If the infirmary, recuperative center, or outpatient surgery center does not have a
pharmacy department, it has provisions for promptly and conveniently obtaining
prescribed drugs and biologicals from a community or institutional pharmacy.

(i) If the infirmary, recuperative center, or outpatient surgery center does not have a
pharmacy department, but does maintain a supply of drugs, a licensed pharmacist
shall be responsible for the control of all bulk drugs and maintain records of their
receipt and disposition. The pharmacist shall dispense drugs from the drug supply,
properly labeled, and make them available to appropriate nursing personnel.

(iv) All medication for patients shall be on individual prescription basis.

(D) A pharmacist in charge, who is employed at any facility permitted by the Arkansas State
Board of Pharmacy where a forty (40) hour work-week is required, may also be the
pharmacist in charge at a hospital licensed for fifty (50) beds or less by the Arkansas
Department of Health.

(16) Responsibility of a pharmacist in a hospital pharmacy

(A) The pharmacist in charge is responsible for the control of all medications distributed in
the hospital where he practices, and for the proper provision of all pharmaceutical
services.

(B) The following aspects of medication distribution and pharmaceutical service are
functions involving professional evaluations of judgments and may not be performed by
supportive personnel:

(i) Selection of the brand and supplier of medication.

(i) Interpretation and certification of the medication order. This involves a number of

professional responsibilities such as the determination of:
a. Accuracy and appropriateness of dose and dosage schedule.
b. Such items as possible drug interactions, medication sensitivities of the patient
and chemical and therapeutic incompatibilities.
c. Accuracy of entry of medication order to patient's medication profile.
(C) Final certification of the prepared medication.
(17) Operation of pharmacy department without a pharmacist

At no time will the hospital pharmacy be open and in operation unless a licensed pharmacist

is physically present except:

(A) Entrance may be obtained for emergency medication as set forth in the pharmacy policy
and procedure manual when the pharmacy is closed outside its normal operation hours.

(B) When the pharmacist is summoned away from the pharmacy and there are other
qualified personnel left in the pharmacy, the personnel left in the pharmacy could
perform only those functions authorized within this regulation.

(18) The American Society of Health-System Pharmacists Guidelines

The American Society of Health-System Pharmacists' most recent statement on hospital

drug control systems and Guidelines for Institutional Use of Controlled Substances shall be

required reading by hospital pharmacists. (Revised 6/25/83, 4/7/89, 6/15/95, 8/2001,

11/1/2007, 11/6/2008 and 11/30/2010)

04-05-0002—MECHANICAL STORAGE AND DELIVERY
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Hospitals using mechanical storage and delivery machines for legend drugs must secure a
hospital pharmaceutical services permit, and these machines shall be stocked only by a licensed
pharmacist under this permit. Drugs may be obtained from these machines only by a physician, or
registered or licensed professional nurse or student nurse, or an intern or resident physician, or a
licensed pharmacist acting under the prescribed rules of safety procedures as promulgated by the
individual hospital or institution using the machine. Use of these machines shall not be to
circumvent adequate pharmaceutical services. (Amended 8/23/96)

04-05-0003—REGULATING THE USE OF ELECTRONIC DATA PROCESSING IN LIEU
OF PRESENT RECORD KEEPING SYSTEMS IN HOSPITAL
PHARMACIES HOLDING HOSPITAL PHARMACY PERMITS

(@) These regulations shall be construed, if possible, so as not to be in violation of, or in conflict
with, any federal regulation or requirement. If any part hereof is held invalid because of such
conflict, such invalidity shall not affect other provisions or applications of these regulations,
which can be given effect without the invalid provisions of these regulations, are declared
severable.

(b) The Arkansas State Board of Pharmacy must approve the system prior to implementation.

(c) Input of drug information into the system shall be performed by a pharmacist or pharmacy
technician. The final verification of prescription information, entered into the computer, shall be
made by the supervising pharmacist who is then totally responsible for all aspects of the data
and data entry. Any judgmental decision concerning patient utilization of drugs must be
performed by a pharmacist.

(d) An electronic data processing system must be readily accessible electronically online or by hard
copy, and shall be capable of printing a hard copy record. The hard copy record, or electronic
data base record, shall be available upon request by a Board of Pharmacy representative or other
state or federal agencies with authority to obtain such records within 48 hours of the request.
The system must be capable of furnishing the following information:

(1) Patient Medication Profile (accessible electronically online or by hard copy.)
Definition. The Patient Medication Profile means the basic document used by the hospital
pharmacist to monitor a patient's medication regimen, drug compliance, drug interactions,
allergies and drug usage.
(A) The Patient Medication Profile must contain, at a minimum, the following:

(i) Patient name, patient identification number, practitioner's name, drug name, drug
strength and dosage form, number of doses issued, initials, name or identification
number of pharmacist approving original order into the system, and date original
order was entered into the system.

(if) The Final Patient Medication Profile must be maintained by the pharmacy

(2) Patient Daily Medication Record

The Patient Daily Medication Record is a document, whether electronic or hardcopy, which

supports the Patient Medication Profile. The Patient Daily Medication Record provides a

daily refill-by-refill audit trail on all drugs dispensed and supplements the base document,

the Patient Medication profile. This record is produced on a daily basis. It may be used to

fill patient medication orders, for transport to the patient care area. This record must show

all medications dispensed on any given day.

(A) The Patient Daily Medication Record must contain, at a minimum, the following: date
of record, patient name, patient identification number, drug name, drug strength and
dosage form and number of doses issued on that day.
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(B) The initials of the pharmacist who checked and verified the doses dispensed must appear
on the Patient Daily Medication Record if not shown on the Patient Medication Profile
described in this section. Since the Patient Medication Record supports the Patient
Medication Profile, some information such as practitioner's name, initials, name or
identification number of pharmacist entering the original order into the system, and the
date of the original order may or may not be duplicated because the information is
readily retrievable from the base document.

(C) The Patient Daily Medication Record must be kept and a bound log book must be signed
by all pharmacists filling orders for that day. If a printed hard copy is used, the printout
may be replaced by a monthly log containing the same information. This information
must be maintained at the pharmacy for a period of two (2) years.

(D) The pharmacist in charge of the hospital pharmacy will maintain a bound log book in
which each individual pharmacist and intern involved in the dispensing of medications
will sign the log book each day, attesting to the fact that the prescription information
entered into the computer that day has been reviewed by him and is correct as shown.
The log shall identify the time of day at which the pharmacist started filling and stopped
filling prescriptions. The log book shall be maintained by the pharmacist in charge or his
successor, in the hospital pharmacy employing such a system for a period of two (2)
years after the date of dispensing the appropriately authorized prescription.

(3) Assure strict confidentiality of all patient records.

(4) If the hospital pharmacy closes, the pharmacist in charge, at the date of closing, shall store
said records and within fourteen (14) days of closing shall notify the Board of Pharmacy
where said records are located. A hard copy printout or electronic database of any daily
log(s) shall be produced and made available to a Board of Pharmacy representative on their
request and to any other person authorized by law to examine or receive copies of
prescription records.

(5) If maintaining the Daily Patient Medication Report electronically, the data must be backed
up at least daily (preferably continuously).

(e) Hospital pharmacies that make arrangements with outside suppliers of data processing services
or materials must assure themselves of continuing, adequate and complete drug information data
and issuing records. If for any reason the relationship with said supplier terminates, the
pharmacy shall assure the continuity of records.

(f) In the event of computer breakdown (down time), the pharmacy must have an auxiliary record
keeping system. The backup system must contain all necessary information to insure prompt
data entry into the system as soon as computer is again available.

(9) Registrants holding a hospital pharmaceutical services permit, who fill outpatient prescriptions,
and who wish to utilize electronic data processing equipment as a record keeping system must
then comply with all the requirements of the Arkansas State Board of Pharmacy regulation 4-
02-0010.

(h) The electronic data processing systems described in this regulation are acceptable as the
disposition records for all drugs, except that the actual signed disposition (proof of use) records
for Schedule 11 controlled substances must be retained separate from other records for a period
of two (2) years. 10/09/80 (Revised 6/15/95, 6/19/97, & 10/11/2000)

04-05-0004 - OFF SITE ORDER ENTRY
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The purpose of this section is to provide standards for remote or off-site order entry in hospital
pharmacies within the state of Arkansas.

(@) The Arkansas State Board of Pharmacy may approve a request for off-site order entry where the
hospital pharmacy can demonstrate that the procedure will result in an improvement in patient
care by increasing the amount time of pharmacist involvement in the process of medication
review for safety and efficacy prior to the administration of the medication to the patient.

(b) (1) The pharmacist-in-charge of the hospital pharmacy shall submit a written request for off-site
order entry a minimum of 30 days prior to the Board meeting at which the pharmacist seeks
Board approval.

(2) The request shall be accompanied by a policies and procedures for off-site order entry to
include:
(A) Only a pharmacist holding a current license in good standing shall enter orders at a
remote or off-site entry location.
(B) The pharmacist-in-charge at the hospital shall ascertain and maintain on-site
documentation that all pharmacists that participate in the order entry process are:

(i) licensed with the Arkansas State Board of Pharmacy.

(i) competent to enter faxed or scanned order for patients in that facility, including,
but not limited to the ability to accurately:

(iif) receive, interpret, and accurately enter medication orders from any physician on
staff at that facility;

(iv) access and interpret clinical data as it pertains to that patient’s drug regimen;

(v) perform therapeutic interventions;

(vi) perform cross checks for known drug allergies, adverse drug reactions, and
contraindications;

(vii) perform drug-drug interaction as well as drug-food interaction review;

(viii) identify any over-utilization or under-utilization.

(ix) available via telephone for any questions or issues from nursing staff as well as
from staff physicians; this number shall be posted in a visible place at each
nursing station, in all dictation rooms, and all other areas within the facility that
physician might write order or nurse might fax or scan order.

(C) A clearly defined back-up system in the event of connection or communication failure
and/or the need for on site pharmacist is deemed necessary.

The above competencies shall be in written policy and procedure and shall include training, testing
and ongoing assessment of skills.

(D) Documentation that any remote or off-site order entry facility shall have compatible
systems utilized at both the hospital as well as the facility itself, and shall include:
(i) software,
(i) hardware, and
(iii) connectivity

(E) Documentation that the remote or off-site order procedures and other requirements of
this regulation have been approved by Medical Staff and/or Pharmacy and Therapeutics
Committee at that hospital as reflected in the minutes or comparable record.
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(c) Inthe operation of the off-site order entry, patient confidentiality and full compliance with
HIPAA requirements shall be observed at all times. (6/23/05)

04-06: INSTITUTIONAL PHARMACEUTICAL SERVICES PERMIT

04-06-0001—CLASS #1 INSTITUTIONAL PERMIT

(@) Ifapharmacy is funded primarily by state or federal funds, and/or if prescription drugs are to be
purchased, maintained or dispensed by a pharmacist in a facility that purchases drugs from
Arkansas state contracts, and that facility does not meet the requirements set by the Board of
Pharmacy to obtain a licensed pharmacy permit, a hospital pharmaceutical services permit, or a
nursing home consultant’s permit, then an exception may be made to issue an institutional
pharmaceutical services permit. The institutional pharmaceutical services may be in facilities
that provide extended health care to resident patients and are funded primarily by state or federal
funds. The permit shall be issued in the name of the licensed pharmacist in charge.

(b) A licensed pharmacist employed or otherwise engaged to provide pharmaceutical service may
have a flexible schedule of attendance in the institution, provided, however, the pharmacist must
be physically present in the institution for a sufficient number of hours weekly to maintain
adequate supply of medications at the service area from which medications are administered, to
maintain all records, to perform other pharmaceutical services authorized by law and provide
adequate control and accountability of all drugs under his responsibility.

(c) Medication for patients shall be on an individual prescription basis by order from a licensed
physician and the pharmacist shall dispense drugs, properly labeled, to be used for patients
being treated at the facility.

(d) Facilities are to be provided for the storage, safe-guarding, preparation, and dispensing of drugs.
Equipment and supplies necessary to the facilities' safe and economical operation shall be
provided. Special locked storage space is to be provided to meet all requirements for storage of
controlled drugs, and other prescription drugs.

(e) All policies and procedures related to the institutional pharmaceutical services must first be
approved by the Board before a permit will be issued.

() Special floor stock or backup to meet emergency needs such as when the pharmacy is closed,
will be permitted only when specifically outlined in the policies and procedures. The policies
and procedures shall include:

(1) lists establishing quantity limits of these emergency drugs;
(2) the method of replacement;

(3) maintenance of records accounting for drugs used,

(4) proper preparation and labeling by the pharmacist.

(9) With recognition of DEA’s statement of policy regarding emergency kits for long-term care
facilities, and recognizing DEA’s definition of long term care facilities, the following
requirements must be met for facilities with institutional pharmaceutical services permits to
store emergency Kits, containing controlled substances and/or other legend drugs, in these
facilities in Arkansas.

(1) All contents of the emergency kit will be provided by one pharmacy designated by the
facility.

(2) The facility holding an institutional permit with the Board of Pharmacy must have
resident patients to which the facility provides extended health care.

(3) The controlled and legend drugs must remain the property of and under the responsibility of
the pharmacy, which must have an Arkansas permit.
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(4) All medications must be administered only on the order of a practitioner and medications
administered from the nurse’s supply must be recorded as a prescription by the pharmacy
prior to the pharmacy’s replacement of the drug in the emergency supply.

(5) All medication records must be maintained as required by law, and out of date drugs must
be properly destroyed by the pharmacy.

(6) Careful patient planning should be a cooperative effort between the pharmacy and the
nursing department at the facility to make all medications available, and the emergency
supply should only be used for emergency or unanticipated needs and shall not become a
routine source or supply.

(7) The pharmacy is responsible to assure compliance with this regulation, and any abuse or
misuse of the intent of this regulation shall be immediately reported to the Board of
Pharmacy.

(8) Storage conditions for the emergency kit shall meet all state and federal requirements. The
storage conditions shall be set out in the policy and procedures of the facility.

(h) Drug categories for emergency kits in facilities with institutional pharmaceutical services
permits

The following is a list of categories of drugs which are acceptable in emergency Kkits in

facilities with institutional pharmaceutical services permits in accordance with this

regulation:

(1) Analgesics and controlled drugs
Schedule 11 injectable
Limit: one (1)
Maximum quantity: two (2)

(2) Schedule 111, IV or V injectable
Limit: one (1)
Maximum quantity: ten (10)

(3) Schedule 11, IV or V oral medications
Limit: two (2)
Maximum quantity: six (6)

(4) Anticonvulsants; injectable controlled drugs
Limit: one (1)
Maximum quantity: four (4)

(5) Anxiolytics; injectable controlled drugs
Limit: one (1)
Maximum quantity: four (4) (Amended 10/2001)

04-06-0002-CLASS #2 INSTITUTIONAL PHARMACEUTICAL SERVICES PERMIT

(a) When controlled drugs are needed for research or instruction by a licensed pharmacist, and
these drugs are not to be sold or dispensed on prescriptions, an institutional pharmaceutical
services permit for research or instruction (Class #2) may be issued.
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(b) Total responsibility for such drugs is placed on the licensed pharmacist in whose name the
permit is issued.

04-06-0003 — CLASS #3 INSTITUTIONAL PHARMACEUTICAL SERVICES PERMIT -

CORRECTIONAL FACILITIES

(a) Definitions:

(1) "Correctional facility” means any place used for the confinement of persons charged with
or convicted of an offense or otherwise confined under a court order.

(2) “Dispensary” means a correctional facility providing limited medical services by licensed
personnel. This type of facility is not licensed by the Arkansas Department of Health as
an infirmary and does not have patient beds.

(3) “Infirmary” means a correctional facility with an infirmary licensed by the Arkansas
Department of Health having patient beds.

(b) If a correctional facility is funded primarily by city, county, state or federal funds, and/or if
prescription drugs are to be purchased, maintained or dispensed in a facility that purchases drugs
from Arkansas state contracts, and that facility does not meet the requirements set by the Board
of Pharmacy to obtain a licensed pharmacy permit, a hospital pharmaceutical services permit, or
a nursing home consultant’s permit, then the Board may issue an institutional pharmaceutical
services permit. The institutional pharmaceutical services may be in facilities that provide
extended health care to resident patients and are funded primarily by city, county, state or
federal funds. The permit shall be issued in the name of the pharmacist providing consultant
services to the facility. Any time there is a change in the pharmacist consultant for the facility, a
new permit in the name of the new pharmacist shall be obtained.

(c) Medication for patients shall be on an individual prescription basis by order from a licensed
prescriber, and the supervising nurse or other licensed nursing personnel shall administer
properly labeled medications, to be used for patients being treated at the correctional facility.

(d) A licensed pharmacist, named on the permit, shall be employed or otherwise engaged to provide
consultant pharmaceutical service at the correctional facility.

(e) Institutional pharmaceutical services permits may be issued to correctional infirmaries and
dispensaries.

(1) Correctional infirmaries
(A.) All policies and procedures related to the institutional pharmaceutical services

permit must first be approved by the Board staff before a permit will be issued to
ensure compliance with all existing laws and regulations. Any changes to the
policies and procedures related to the procurement, administration, distribution or
storage of prescription medications shall be reported to the Board of Pharmacy
within 30 days.

(B.) Policies and procedures for obtaining, dispensing, and administering drugs and
biologicals shall be developed with the consultation of an Arkansas licensed
pharmacist and the approval of medical staff.

(C.) Special floor stock or back up medications to meet the emergency needs of the
patients in the correctional facility will be permitted only when specifically outlined
in the policies and procedures manual. The policy and procedures manual shall at a
minimum include:
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I. lists of emergency medications which establish quantity limits for each
medication; said list shall be subject to the approval of the Arkansas State
Board of Pharmacy;

ii. the method of replacement;

iii. maintenance of records accounting for medications used;

iv. proper preparation and labeling by the pharmacy services provider.

(D.) The pharmacist consultant must conduct monthly site visits and will be responsible
for the supervision of pharmacy services.

(2) Correctional Dispensaries

(A.) Pharmaceutical services shall be provided under supervision of licensed nursing
personnel.

(B.) The dispensary shall maintain medical records on each patient.

(C.) All policies and procedures related to the institutional pharmaceutical services
permit must first be approved by the Board staff before a permit will be issued to
ensure compliance with all existing laws and regulations. Any changes to the
policies and procedures related to the procurement, administration, distribution or
storage of prescription medications shall be reported to the Board of Pharmacy
within 30 days.

(D.) Policies and procedures for obtaining, dispensing, and administering drugs and
biologicals shall be developed with the consultation of an Arkansas licensed
pharmacist and the approval of medical staff.

(E.) Special floor stock or back up medications to meet the emergency needs of the
patients in the correctional facility will be permitted only when specifically outlined
in the policies and procedures manual. The policy and procedures manual shall at a
minimum include:

i. lists of emergency medications which establish quantity limits for each
medication, said list shall be subject to the approval of the Arkansas State
Board of Pharmacy;

ii. the method of replacement;

iii. maintenance of records accounting for medications used,

iv. proper preparation and labeling by the pharmacy services provider.

(F.) The pharmacist consultant shall conduct quarterly site visits and will be responsible
for the supervision of pharmacy services.

() Pharmacist Consultant Responsibilities: Pharmacist consultants in correctional facilities are
involved in the following areas of pharmaceutical care which include drug storage, distribution
and utilization in that correctional facility:

(1) Supervision of Services. The pharmacist consultant shall:

(A.) develop, coordinate, and supervise all pharmaceutical services. The pharmacist
consultant for the correctional facility must ensure that pharmacist consultation is
available on a 24-hours-per-day, 7-days-per-week basis. Pharmacist consultant(s)
shall devote a sufficient number of hours based upon the needs of the facility, during
regularly scheduled visits to carry out these responsibilities.

(B.) assist the correctional facility in developing procedures to ensure the provision of
emergency drugs, and shall report to the Board of Pharmacy any pharmacy refusing to
provide medication for the pharmacy’s regular patients in the facility on a 24-hours-
per-day, 7-days-per-week basis.
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(C.) provide written consultation on compliance with federal and state laws governing
legend drugs (including controlled substances).

(D.) be knowledgeable of all laws and regulations pertaining to correctional facilities and
shall communicate with the state agencies involved with enforcement and regulation
of these facilities.

(E.) spend sufficient time to evaluate discontinued or other unused medication for return or
destruction, destroy unused medication, check entries in a bound and numbered
controlled drugs book, and make general observations at the dispensing stations.
Medications may only be returned from a correctional facility in accordance with
Regulation 04-00-0004.

(F.) indicate the day the pharmacist consultant(s) visited the correctional facility, a brief
statement of purpose, finding, and actions for each resident record reviewed.

(2) Control and accountability of all legend drugs (including controlled substance)

(A) The pharmacist consultant shall check to see that only approved drugs and biologicals
are used in the facility and shall be administered in compliance with federal and state
laws. Records of receipt and disposition of all controlled drugs shall be maintained in
sufficient detail to enable an accurate reconciliation. The pharmacist consultant shall
determine that drug records are in order and that an account of all controlled drugs is
maintained and reconciled.

(3) Patient Drug Regimen Review
(A.) The primary duty of the pharmacist consultant(s) to the patients’ concerns is to apply
his or her expertise regarding drugs to the patient's specific situation.
(B.) State and federal regulations shall be the minimum standards for an adequate drug
regimen review.
(C.) Additionally, the pharmacist consultant shall routinely review patient charts in
accordance with state and federal regulations and:
(i) Ascertain that patient history and drug utilization is being properly recorded.
(i) Review drug usage (including O.T.C. and prescriptions).
(i) Review patient compliance with drug regimen.
(iv) Review drug allergies or sensitivities.
(v) Determine whether the patient is predisposed to side effects due to disease,
illness, or age.
(vi) Determine whether potential exists for significant drug interaction.
(vii) Develop procedures to monitor patients’ records for signs that indicate abuse or
misuse of drugs by the patient or individuals.
(viii) Make recommendations regarding drug therapy to the physician, nurse or other
persons involved in the patient's care.
(ix) Communicate to the facility, procedures that ensure adequate pharmacy services
are available for emergencies that might develop in the correctional facility for a
specific patient.
(x) Promote pharmacists' ability and knowledge to all persons involved in patient
care and to offer assistance in solving specific problems relating to patient drug
regimen.
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(xi) A pharmacist consultant(s) shall quarterly in dispensaries and monthly in
licensed correctional infirmaries, review patient medication records in
accordance with state and federal regulations, consult with and provide a written
report of findings to the director of nursing or the patient's physician.

(4) Labeling of drugs and biologicals and proper storage
(A.) Itis the duty of the pharmacist consultant(s) to ascertain during each visit to the
correctional facility, that medications are properly labeled, properly stored,
refrigerated when needed, expiration dates routinely checked, and that appropriate
accessory and cautionary instructions are on all medications when required.
(11/1/2007)

04-07: CHARITABLE CLINIC PERMIT

04-07-0001—ISSUANCE OF CHARITABLE CLINIC PERMIT

The Arkansas State Board of Pharmacy may provide for the issuance of a charitable clinic
pharmacy permit to clinics and facilities furnishing medical care and dental care to poor and
underprivileged persons, in which drugs are dispensed without charge to such persons on orders or
prescriptions of practitioners authorized by law to prescribe or administer said drugs and to which
the requirements of a licensed pharmacist on duty for a minimum of forty (40) hours shall not apply.

04-07-0002—PRESCRIPTIONS

All medication for patients shall be on individual prescription basis, and the pharmacist shall
dispense drugs, properly labeled, and adhere to the requirements for proper storage, safeguarding,
preparation and record keeping for prescription drugs.

04-07-0003—POLICIES AND PROCEDURES FOR CLINICS

All policies and procedures related to the charitable clinic pharmacy permit must first be
approved by the Board staff before a permit will be issued to ensure compliance with all existing
laws and regulations.

04-07-0004—CATEGORIES FOR PERMITS
The staff of the Board of Pharmacy is authorized to approve and issue charitable clinic permits for:
(@) Clinics of the Arkansas Department of Health

(1) recognizing that medications are provided to patients in the absence of a pharmacist and
that the medications dispensed in these clinics are limited to birth control medications, drugs
to treat tuberculosis, and drugs to treat sexually transmitted disease treatment program.

(2) Packaged and labeled prescription drugs shall be initialed by the pharmacist to assure
accuracy and appropriateness. The prescribing practitioner or a licensed nurse may issue
these pre-dispensed prescription drugs, by placing the patients name, date of issue and
prescription number on the label at the time of issue to patients on order of the prescriber.

(3) The prescription number, as placed on the label of the dispensed prescription drug, is to be
placed with the prescribing practitioner's order in the patients medical record. The
pharmacist shall monitor patients’ medical records to assure that medication profiles and
prescription orders are maintained and utilized.
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(4) Since the pharmacist is not present when the patient receives the medication, the
pharmacist shall develop protocol to assure that the patient is monitored and counseled by
the prescribing practitioner or nurse consistent with the requirements of Board of
Pharmacy regulation 09-00-0001.

(b) Other facilities meeting the requirements of this regulation -- provided that, if a pharmacist is
not present, there shall be a limited formulary negotiated by the Executive Director and
approved by the Board of Pharmacy at its next meeting. The dispensing medication distribution
provisions of this section shall apply.

04-07-0005—PHARMACIST PRESENT WHEN MEDICATION PROVIDED

Other facilities meeting the requirements of this regulation and where a pharmacist is
present when medications are provided to the patient shall not be restricted to a medication
formulary. (Revised 04/30/93)

04-07-0006 REGULATION REGARDING CHARITABLE CLINIC PHARMACIES
PROCURING AND DISPENSING DONATED PRESCRIPTION MEDICATION

(a) Purpose

(1) This regulation is to implement a state pilot program whereby Arkansas nursing facilities
donate unused prescription medications to charitable clinic pharmacies to be dispensed to
medically indigent Arkansas residents as authorized under ACA § 17-92-1101 et seq.

(2) No controlled substance shall be donated or transferred by a nursing facility to or
accepted by a charitable clinic pharmacy under this regulation or Regulation 04-03-0004.

(b) Definitions
(1) The words defined in Ark. Code Ann. 8 17-92-1102 shall have the same meanings in this

regulation unless the context otherwise requires.

(2) “Charitable clinic pharmacy” means a pharmacy holding a permit issued under
Regulation 04-03-0004.

(3) “Manifest” means a list of drugs being transferred or destroyed.

(c) Donation of prescription drugs
(1) A charitable clinic pharmacy shall accept donations of unused prescription medications

only from Arkansas nursing facilities licensed with the Arkansas Department of Human
Services, Office of Long Term Care.

(2) A charitable clinic pharmacy shall accept from such a nursing facility only those unused
prescription medications identified in a contract with the nursing facility that has been
approved by the Board in cooperation with the Arkansas Department of Human Services
Office of Long Term Care and the Arkansas Department of Health.

(3) The charitable clinic pharmacy shall accept only those prescription drugs that the nursing
facility has maintained in compliance with the applicable Arkansas Department of Health
rules and regulations.

(d) The consultant pharmacist for the nursing facility shall be responsible for verifying or
causing the following to be performed regarding delivery of unused prescription medication
to a charitable clinic pharmacy:

(1) Determine quality and suitability of the unused prescription drugs for reuse by verifying
the following:

(A) Health care professionals have maintained the drugs in compliance with applicable
Arkansas Department of Health regulations
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(B) The drugs can be identified.

(C) The drugs are not adulterated or mutilated.

(D) The expiration dates are more than 30 days after the date the drugs are to be delivered
to the charitable clinic pharmacy.

(2) A manifest has been properly completed to include the following;

(A) Names of Consultant Pharmacist and Director of Nursing or designee, the nursing
home and the name of the receiving pharmacy;
(B) Name, strength, expiration date and quantity of each prescription drug to be donated;

(3) A copy of the manifest is delivered to the charitable clinic pharmacist and pharmacy.

(4) Deliver the unused drugs only to a pharmacist designated by the charitable clinic
pharmacy.

(5) The name of the patient and any identifying information has been redacted or otherwise
removed from the drug packaging before the drug are delivered to the charitable clinic
pharmacy.

(6) Sign and date each manifest before delivery of the unused prescription medications to the
charitable clinic pharmacy certifying that he has complied with the provisions of this
paragraph.

(7) Maintain a copy of the manifest signed and dated by the charitable clinic pharmacist in
the nursing facility for a minimum of 2 years; said document shall be made available
upon request by Board inspectors.

(e) Eligible prescription drugs.

(1) A charitable clinic pharmacy shall accept from a nursing facility only those unused
prescription medications identified in the contract identified in paragraph c(2) of this
regulation; the charitable clinic pharmacy shall not accept any unused prescription
medication identified in said contract for which the charitable clinic pharmacy does not
have or reasonably anticipate a patient need.

(2) Eligible prescription drugs are those packaged in single-unit doses or blister packs
provided that the outside packaging can be opened if the single-unit dose packaging
remains intact, or the manufacturer’s original sealed or tamper evident packaging.

(3) The expiration date placed on the medication by the original pharmacy dispensing to the
nursing home patient, consistent with USP standards, shall become the actual expiration
date for the eligible medication;

(4) No lost identity or unknown drugs shall be accepted by a charitable clinic pharmacy;

(5) No adulterated or misbranded drugs shall be accepted by a charitable clinic pharmacy;
and

(6) Only those drugs that have physically been in the nursing facility at all times since being
dispensed by the originating pharmacy shall be accepted by a charitable clinic pharmacy.

(7) Compounded drugs shall not be accepted by a charitable clinic pharmacy.

(f) Patients eligible for donated prescription drugs

The charitable clinic pharmacy shall dispense donated prescriptions medications only to

indigent patients as defined in Ark. Code Ann. § 17-92-1102 (4)

(9) Pharmacies eligible to accept and dispense unused prescription medications from nursing
homes.

(1) A pharmacy shall hold a permit in good standing under Board regulation 04-03-0004.
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(2) Prescription medications donated under this Section shall not be sold, resold, offered for
sale, traded or transferred to another charitable clinic pharmacy.

(h) Procedures for charitable clinic pharmacies to dispense donated prescription drugs.

(1) (A) A pharmacist on staff at the charitable clinic pharmacy shall verify, utilizing an
appropriate reference resource, that the drug name and strength noted on the label of
each unit of the packaged donated medication is correct.

(B) The pharmacist verifying the drug shall place his/her initials on the medication label.

(C) If the identity of the drug cannot be verified, the pharmacist shall segregate the
unidentified drug for destruction and shall not dispense the medication.

(D) Medications shall not be removed from the donor’s original packaging until after
verification by the charitable clinic pharmacist; a pharmacist shall then re-label the
medication with the name and strength of the medication and the expiration date from
the donor’s original drug package.

(2) Pharmacists shall dispense unused prescription drugs only upon the valid prescription of
an Arkansas licensed health care practitioner.

(3) (A) Pharmacists shall label each medication to be dispensed according to Ark. Code Ann.

§ 17-92-505.

(B) Pharmacists shall redact or otherwise remove any labeling on an unused prescription
drug identifying the original patient or pharmacy, not removed at the nursing home,
prior to delivering the medication to a patient.

(C) Pharmacists shall label all donated drugs dispensed with the name of the charitable
clinic pharmacy and shall deliver the current drug information to the patient or
caregiver.

(D) Pharmacists shall label all donated drugs dispensed with an expiration date. If
multiple packages of unused prescription drugs with varied expiration dates are used
to fill a single prescription, the earliest expiration date shall be used for the dispensed
prescription.

(E) Pharmacists dispensing donated medications shall comply with all aspects of Board
regulation 09-00-0001 regarding Patient Counseling.

(4) Storage.

(A) The room in which the medications are stored shall be locked at all times except
during clinic hours or other times when a licensed pharmacist is physically present in
the pharmacy. A pharmacist shall be on duty during all hours of pharmacy operation.

(B) The room in which the medications are stored shall have proper environmental
controls to assure the integrity of the medication in accordance with the drug
manufacturer’s recommendations

(i) Responsibilities of pharmacist in charge of charitable clinic pharmacy.

(1) Accept delivery of the donated unused prescription drugs from the nursing home in
person or cause another pharmacist at the charitable clinic to do so.

(2) Verify that the unused prescription drugs offered by the nursing facility are those
identified in the contract described in paragraph c(2) of this regulation and are accurately
identified in the manifest provided by the nursing home and resolve any discrepancy
before accepting and signing for the medication.

(3) Retain a copy of the nursing facility’s manifest in the pharmacy records for a minimum
of 2 years and make said documents available to Board inspectors.
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(4) Cause the unused prescription drugs to be taken directly from the nursing home to the
clinic pharmacy to be properly stored. At no time are the medications to be out of the
direct control of a licensed pharmacist.

(5) Cause expired, adulterated, and lost-identity drugs to be segregated from other
medications in the pharmacy and then to be destroyed; pharmacists shall not dispense
such drugs.

(6) Upon receipt of notice of the recall of a drug, cause a uniform destruction on all of said
drugs in the inventory of the charitable clinic, irrespective of lot numbers.

(7) Destruction of drugs.

(A) Create a manifest to be made of expired, adulterated, recalled and/or or other unused
prescription drugs, and then cause said drugs to be destroyed.

(B) Observe the destruction of said drugs in the company of a witness, thereafter both of
whom sign the manifest verifying the destruction of said drugs.

(C) Maintain a copy of each drug destruction manifest in the files of the pharmacy for a
minimum two (2) years and make said records available for review by Board
inspectors. (6/23/05)
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Agency # 070.00

REGULATION 5 - LONG-TERM-CARE FACILITIES
05-00—NURSING HOME CONSULTANTS

05-00-0001—DEFINITIONS

(@) Consultant pharmacist in charge
A nursing home consultant pharmacist in charge, means a pharmacist who assumes the ultimate
responsibility to ensure adherence to all laws and regulations concerning pharmacy services in a
nursing home.
The consultant pharmacist in charge is required to perform a majority of the consultative
services provided in the nursing home and must abide by, pharmacy law and regulations, and
the policy and procedures of the nursing home.

(b) Consultant pharmacist at large
A nursing home consultant pharmacist at large is a pharmacist who practices as a consultant in
one or more homes to assist the consultant pharmacist in charge.

(c) Consultant pharmacist shall mean consultant pharmacist in charge and consultant pharmacist at
large collectively. (Reg. Revised 02/11/2003 and 7/10/2009)

05-00-0002— GENERAL REQUIREMENTS

(@) Any pharmacist desiring to serve as a consultant pharmacist for a nursing home shall submit an
application on a form provided by the Board of Pharmacy and secure a nursing home consultant
permit which shall be posted in the home(s) for which he or she is consulting.

(b) Before a pharmacist can be licensed as a consultant pharmacist, he or she must satisfactorily
complete a test on requirements developed by the Board to measure the knowledge of
pharmaceutical duties and responsibilities in a nursing home and certify that he or she has read
and understands these regulations and will abide by them.

(c) For renewal of a nursing home consultant pharmacist permit, it is required that, in addition to
the continuing education required for all pharmacists, consultant pharmacists shall annually
obtain three (3) hours of continuing education specifically related to his/her role as a consultant
in a nursing home. Each consultant pharmacist shall report this continuing education on the
renewal form approved by the Board. (Reg. Revised 02/11/2003, 11/1/2007 and 7/10/2009)

05-00-0003—RESPONSIBILITIES
Consultant pharmacists in a nursing home are involved in the following areas of
pharmaceutical care which include drug storage, distribution and utilization in that nursing home:

(@) Supervision of Services

(1) The consultant pharmacist(s) shall develop, coordinate, and supervise all pharmaceutical
services. The consultant pharmacist for the nursing home must ensure that pharmacist
consultation is available on a 24-hours-per-day, 7-days-per-week basis. Consultant
pharmacists shall devote a sufficient number of hours based upon the needs of the facility,
during regularly scheduled visits to carry out these responsibilities.

(2) Consultant pharmacists shall assist the nursing home in developing procedures to ensure the
provision of emergency drugs, and shall report to the Board of Pharmacy any pharmacy
refusing to provide medication for the pharmacy’s regular patients in the nursing home on a
24-hours-per-day, 7-days-per-week basis.
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(3) The consultant pharmacist(s) shall provide written consultation on compliance with federal
and state laws governing legend drugs (including controlled substances).

(4) The consultant pharmacist(s) shall be knowledgeable of all laws and regulations pertaining
to nursing homes and shall communicate with the state agencies involved with enforcement
and regulation of nursing homes.

(5) The consultant pharmacist(s) shall spend sufficient time to evaluate discontinued or other
unused medication for destruction or donation, destroy unused medication not intended for
donation, check entries in a bound, numbered controlled drugs book, process unused
medication for donation as provided in ACA § 17-92-1101 et seq. and Board Regulation 04-
07-0006, and make general observations at the nursing stations.

(6) An individualized resident record shall indicate the day the consultant pharmacist(s) visited
the home, a brief statement of purpose, finding, and actions.

(b) Control and accountability of all legend drugs (including controlled substance)

(1) The consultant pharmacist develops written procedures for control and accountability of all
drugs and biologicals throughout the facility and supervises the implementation of these
procedures.

(2) Only approved drugs and biologicals are used in the facility and shall be dispensed in
compliance with federal and state laws. Records of receipt and disposition of all controlled
drugs shall be maintained in sufficient detail to enable an accurate reconciliation. The
consultant pharmacist shall determine that drug records are in order and that an account of
all controlled drugs is maintained and reconciled.

(3) The consultant pharmacist(s) shall establish procedures to ensure that:

(A) All legend drugs and controlled substances must be stored in a secured location and
appropriately locked.

(B) Proper records of receipt and administration of controlled drugs must be maintained for
review by the consultant pharmacist.

(C) Non-controlled legend drugs.
(i) Drugs to be destroyed shall be handled in accordance with state and federal
requirements.
(if) Drugs to be donated. The consultant pharmacist shall cause all drugs that are
designated for donation to charitable clinics licensed by the Board under Regulation 04-
03-0004 and ACA 8 17-92-1101 et seq., to be processed in accordance with Board
Regulation 04-07-0006.

(D) Controlled drugs shall be handled in accordance with state and federal requirements

(c) Patient Drug Regimen Review

(1) The primary duty of the consultant pharmacist(s) to the patients’ concerns is to apply his or
her expertise on drugs to the patient's specific situation.

(2) State and federal regulations shall be the minimum standards for an adequate drug regimen
review.

(3) Additionally, the consultant pharmacist shall routinely review each patient's chart and:

(A) Ascertain that patient history and drug utilization is being properly recorded.

(B) Review drug usage (including O.T.C. and prescriptions).

(C) Review patient compliance with drug regimen.

(D) Review drug allergies or sensitivities.

(E) Determine whether the patient is predisposed to side effects due to disease, illness, or
age.
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(F) Determine whether potential exists for significant drug interaction.

(G) Develop procedures to monitor patients’ records for signs that indicate abuse or misuse
of drugs by the patient or individuals.

(H) Make recommendations regarding drug therapy to the physician, nurse or other persons
involved in the patient's care.

(I) Communicate to the facility, procedures that ensure adequate pharmacy services are
available for emergencies that might develop in the nursing home for a specific patient.

(J) Promote pharmacists' ability and knowledge to all persons involved in patient care and
to offer assistance in solving specific problems relating to patient drug regimen.

(4) A consultant pharmacist(s) shall quarterly in ICF/MR and assisted living (level 1) facilities
and monthly in nursing homes, review each patient's medication record, consult with and
provide a written report of findings to the director of nursing or the patient's physician

(d) Labeling of drugs and biologicals and proper storage

(1) All' legend drugs (including controlled substances) on the premises of a nursing home except
for the emergency kit maintained pursuant to Board regulations 05-00-0004 and 05-00-
0005, shall be stored under lock pursuant to Arkansas Department of Health regulations, and
always be in a properly labeled container as dispensed upon a prescription by the pharmacy
of the patient's choice.

(2) Itisthe duty of the consultant pharmacist(s) to ascertain that medications are properly
labeled, properly stored, refrigerated when needed, expiration dates routinely checked, and
that appropriate accessory and cautionary instructions are on all medications when required.

(e) Quality assurance and patient assessment committee

(1) A consultant pharmacist(s) shall be a member of the quality assurance and patient
assessment committee (or its equivalent) and make official reports to this committee as often
as needed to ensure quality pharmaceutical care.

(2) The consultant pharmacist shall ensure that there are written policies and procedures for safe
and effective drug therapy, distribution, control, and use.

(3) The policies and procedures shall include and are not limited to:

(A) Stop order policies or other methods to ensure appropriateness of continued drug
therapy.

(B) Maintaining the contents of the emergency kit in compliance with Board regulation 05-
00-0005.

(C) Policies for the safe procurement, storage, distribution, and use of drugs and biologicals.
(10/9/80, Reg. Revised 2/17/82, 6/25/83, 10/12/93, 02/11/2003, 6/23/05, 7/10/2009 and
8/1/2018)

05-00-0004—EMERGENCY KITS FOR LONG-TERM-CARE AND OTHER

APPROVED INSTITUTIONAL FACILITIES

(a) With recognition of D.E.A.'s statement of policy regarding emergency kits for long- term-
care facilities and other law applicable to non-controlled legend drugs, the following
regulation is adopted to permit controlled substances and non-controlled legend drugs to be
stored in emergency kits in long-term-care facilities in Arkansas.

Requirements

(1) All contents of the emergency kit will be provided by one pharmacy designated by the long-
term-care facility. This pharmacy must be properly registered with D.E.A.
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(2) The emergency kit shall be properly sealed, stored, and accessible only to authorized
personnel.

(3) The emergency kit contents shall only be administered by authorized personnel acting on
order of a physician in compliance with 21 CFR 1306.11 and 21 CFR 1306.21.

(4) The categories of drugs that may be contained in an emergency kit are identified in Board
regulation 05-00-0005. The contents of the kit shall be determined by the medical director,
director of nurses and consultant pharmacist at the long-term-care facility. Any exceptions
to the established standard categories must be approved by the Board of Pharmacy. A list of
contents shall be kept in the kit.

(5) The facility's licensed consultant pharmacist shall be responsible for maintaining the nursing
home’s emergency kit contents in compliance with Board regulation 05-00-0005 and the
facility's licensed consultant pharmacist shall check the kit monthly for outdated drugs, etc.

(6) All drugs administered from the kit will be replaced within 72 hours by the designated
provider pharmacy based on a prescription for the patient to whom the drugs were
administered.

(7) Violation of this regulation 05-00-0001 through 05-00-0005 shall be just cause for the Board
to impose appropriate disciplinary action.

(8) Emergency kit drugs shall be of such a nature that the absence of such drugs would
detrimentally affect the health of the patient.

(9) Before an out of state pharmacy may supply an emergency kit to an Arkansas long-term
care facility, it must provide an affidavit on a form supplied by the Board that it will comply
with Arkansas law regarding emergency kits. If applicable, an out of state pharmacy will
also be subject to reciprocal restrictions as are imposed by its home state on out of state
pharmacies. (10/14/1981 and 7/27/2011)

(b) Recognizing the emergency and or unanticipated need for certain legend (non-controlled) drugs
to be available to nurses employed by Arkansas licensed home health agencies, an Arkansas
licensed pharmacy may provide certain medications under the following conditions:

(1) A written contract must exist between the Arkansas licensed home health agency and the
Arkansas licensed pharmacy, and this must be available for review by the Board of
Pharmacy upon request.

(2) The legend drugs remain the property of, and under the responsibility of, the Arkansas
licensed pharmacy.

(3) All medications shall be administered only on physician’s orders and any medication
administered from the nurse’s supply must be recorded as a prescription by the pharmacy
prior to the pharmacy's replacement of the drug in the emergency supply.

(4) All medication records must be maintained as required by law, and out of date drugs must
be properly destroyed by the pharmacy.

(5) The emergency supply may be carried by each nurse or an emergency kit may be provided
for each patient's home.

(6) Careful patient planning shall be a cooperative effort between the pharmacy and the nursing
agency to make all medications available and this emergency supply shall only be used for
emergency or unanticipated needs and shall not become a routine source or supply.

(7) Only the following medications can be supplied for emergency use by licensed home health
agencies under this paragraph by the pharmacy in sufficient but limited quantities:

(A) Heparin flush: pediatric (one strength)
(B) Heparin flush: adult (one strength)
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(C) Sterile water for injection: small volume

(D) Sodium chloride for injection: small volume

(E) Adrenalin (epinephrine) injection: single dose only

(F) Benadryl (diphenhydramine) injection : single dose only

Note: For heparin, adrenaline and benadryl, all patients shall have a precalculated dose.

(G) If a container is opened and partially used, the unused portion shall be immediately
discarded.

(8) The pharmacy is responsible to ensure compliance with this regulation, and any abuse or
misuse of the intent of this regulation shall be immediately reported to the Board of
Pharmacy.

(9) The pharmacy and the agency shall develop policy and procedures to address storage
conditions for medications. (Revised 10/12/93, 10/14/97, 02/11/2003, 6/23/05, 7/10/2009
and 8/1/2018)

05-00-0005—DRUG CATEGORIES FOR EMERGENCY KITS IN LONG-TERM CARE
FACILITIES

The following is a list of categories of drugs which are acceptable in emergency kits in
long-term-care facilities in accordance with this regulation of the Arkansas State Board of
Pharmacy. The Board shall set guidelines for specific quantities of approved medications which
will be reviewed biennially or periodically as needed. The provision or presence of an
emergency kit in long-term care facilities does not waive the requirements of board regulation
04-00-0006 which requires any pharmacy providing prescription drugs to one or more patients in
a nursing home or other institution to provide emergency prescription services for those patients
and to provide information to the nursing home or institution indicating how the pharmacists can
be reached after pharmacy hours. In every instance where injectables are indicated, only single-
dose injectables are acceptable.

(a) Analgesics, controlled drugs

(b) Anti-Infectives

(c) Anticholinergics

(d) Anticoagulant

(e) Antidiarrheals

(F) Antihistamine Injectables

(9) Antinauseants

(h) Antipsychotic injectables

(i) Anti-hyperglycemics

(1) Anxiolytics

(k) Cardiac life support medications
() Coagulants

(m)Corticosteroids

(n) Hypoglycemics

(o) Seizure control medications

(p) Large volume parenterals

(g) Poison control

(r) Respiratory medications

(s) GI Medications

(t) Other medications as approved by the Board
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(Revised 02/11/2003, 11/1/2007, 7/10/2009, 7/22/2015 and 8/1/2018)

05-00-0006—DRUG CATEGORIES FOR EMERGENCY KITS IN HOSPICE CARE
FACILITIES.

The following is a list of categories of drugs which are acceptable in emergency Kits in
licensed in-patient hospice facilities in accordance with this regulation of the Arkansas State
Board of Pharmacy. The Board shall set guidelines for specific quantities of approved medications
which will be reviewed periodically. The provision or presence of an emergency kit in an in-
patient hospice facility does not waive the requirements of board regulation 04-00-0006 which
requires any pharmacy providing prescription drugs to one or more patients in a nursing home or
other institution to provide emergency prescription services for those patients and to provide
information to the nursing home or institution indicating how the pharmacists can be reached
after pharmacy hours.

(a) Analgesics, controlled drugs

(b) Antihistamine Injectables

(c) Antinauseants

(d) Antipsychotic Medications

(e) Anxiolytics

(F) Seizure control medications

(g) Corticosteroids

(h) Anticholinergic medications

(i) Opioid antagonist

(j) Other medications as approved by the Board
(5/31/2014, Revised 7/22/2015)

05-00-0007—DRUG CATEGORIES FOR EMERGENCY KITS IN CRISIS
STABILIZATION UNITS.

The following is a list of categories of drugs which are acceptable in emergency kits for
facilities that are certified by the Arkansas Department of Human Services as a Crisis
Stabilization Unit (CSU). The Board shall set guidelines for specific quantities of approved
medications which will be reviewed periodically. The provision or presence of an emergency Kit
in a Crisis Stabilization Unit does not waive the requirements of board regulation 04-00-0006
which requires any pharmacy providing prescription drugs to one or more patients in a nursing
home or other institution to provide emergency prescription services for those patients and to
provide information to the nursing home or institution indicating how the pharmacists can be
reached after pharmacy hours.

(a) Analgesics, controlled drugs

(b) Antihistamine Injectables

(c) Antinauseants

(d) Antipsychotic Medications

(e) Anxiolytics

(F) Cardiac life support medications

(9) Injectable seizure control medications
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(h) Anticholinergic medications

(i) Opioid antagonist

(1) Other medications as approved by the Board
(Adopted 8/1/2018)
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REGULATION 6 —DISCIPLINARY PROCEDURES

06-00-0001—PROCEDURES FOR DISCIPLINARY ACTION

Before revoking the certificate of licensure of any licensed pharmacist or licensed pharmacy
permit, the Board of Pharmacy shall give the licensee proper notice in writing to appear before
the Board, at such time and place as the Board may direct, to show cause if any, why the
certificate or permit should not be revoked. Said notice shall be signed by the Executive
Director of the State Board of Pharmacy and shall set forth in clear concise language the nature
of the charge against the licensee. Mailing a copy of such notice by registered mail, addressed to
the licensee at the address appearing upon the records of the State Board of Pharmacy
concerning the issuance of the certificate or permit or the last renewal thereof, shall be sufficient
service to such notice. At such hearing, the Board shall have power to subpoena witnesses and
the President or Chairman of the Board shall have the power to administer oaths and the Board
shall hear evidence. If the Board finds, after such hearing, that the certificate of licensure or
permit of the licensee should be revoked, the same shall be done forthwith.
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Agency # 070.00

REGULATION 7—DRUG PRODUCTS/PRESCRIPTIONS

07-00: GENERAL REGULATIONS REGARDING DRUGS/PRESCRIPTIONS

Definitions:

“Prescription” means an order for medicine or medicines usually written as a formula by a
physician, optometrist, dentist, veterinarian, or other licensed medicinal practitioner. It contains
the names and quantities of the desired substance, with instructions to the pharmacist for its
preparation and to the patient for the use of the medicine at a particular time and may authorize
the pharmacist to substitute a therapeutically equivalent drug that is at a lower cost to the patient
and communicate that authorization by any generally accepted means of communication of a
prescription from a prescriber to a pharmacist.

“Prescription drug order” means a lawful order of a practitioner for a drug or device for a
specific patient that is communicated to a pharmacist.

"Therapeutic class" means a group of similar drug products that have the same or similar
mechanisms of action and are used to treat a specific condition;

"Therapeutically equivalent” means drug products from the same therapeutic class that if
administered in appropriate amounts will provide the same therapeutic effect, identical in
duration and intensity

"Written prescription” means a prescription that is presented to an apothecary, pharmacy or
pharmacist in compliance with federal law and regulations, including a written, oral, faxed, or
electronic prescription. (5/31/2014, Amended 11/30/2014)

07-00-0001—Facsimile (Fax) Prescription Drug Order
A prescription drug order which is transmitted by an electronic device which sends an
exact copy image to the receiver (pharmacy) over telephone lines.
(a) Faxing Schedule 11 prescriptions
(1) Faxing a Schedule Il prescription for a home infusion, or intravenous pain therapy patient
or both - a prescription, written for a Schedule 11 narcotic substance to be compounded
for direct administration to a home infusion patient by parenteral, intravenous,
intramuscular, subcutaneous or intraspinal infusion, may be transmitted directly from the
prescribing practitioner, by the practitioner or the practitioner's agent, to the pharmacy by
facsimile. The facsimile serves as the original written prescription. This exception does
not apply to oral dose medications. (Also see Regulation #07-04-0001)
(2) Faxing a Schedule Il prescription for a long-term-care patient — a prescription written for
a Schedule Il substance, for a resident of a long-term-care facility may be transmitted
directly from the prescribing individual practitioner, or the practitioner's agent, to the
provider pharmacy by facsimile. The facsimile serves as the original written prescription.
(See also regulation 07-04-0001)
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(3) A prescription written for a Schedule Il substance, for a home hospice patient may be
transmitted by the practitioner or the practitioner's agent to the dispensing pharmacy by
facsimile. 1t must be noted on the prescription that this is a hospice patient. The facsimile
serves as the original written prescription. (see regulation 07-04-0001)

(b) Faxing from a long-term-care facility to a pharmacy — a pharmacist may accept a fax
prescription from a long-term-care facility provided:

(1) For Schedule 11 drugs, all requirements of a written prescription are met, including the
prescriber’s signature on the faxed order and it is faxed by the nurse/person the physician
and the long-term-care facility has designated as his/her "agent" to transmit the order, and
must contain the nurse/person’s signature.

(2) For drugs other than Schedule I1, the order is faxed by the nurse/person the physician and
the long-term-care facility has designated as his/her "agent" to transmit the order, and
must contain the nurse/person’s signature.

(3) The pharmacist verifies the fax is from the machine in the long-term-care facility.

(c) Faxed prescriptions

(1) A pharmacist may dispense directly a controlled substance listed in Schedule 11, 1V, or V
which is a prescription drug, or any legend drug, only pursuant to either a written
prescription signed by a prescribing individual practitioner or a facsimile of a written
signed prescription transmitted directly by the prescribing practitioner, or the
practitioner's agent, to the pharmacy or pursuant to an oral prescription made by a
prescribing individual practitioner, or the practitioner's agent, and either entered into the
pharmacy’s electronic prescription system or promptly reduced to writing by the
pharmacist.

(2) All laws and regulations applicable to oral prescription drug orders shall also apply to all
facsimile orders including, but not limited to, generic substitution, maintenance of
records, information required, etc.

(3) A prescription order transmitted by facsimile device shall contain all prescription
information required by federal and state law.

(4) A pharmacist may dispense new prescription orders transmitted by fax only when signed
by the prescribing practitioner and transmitted from the practitioner's office or a long-
term-care facility in compliance with all sections of this document. Any faxed new
prescription order that is not signed must be treated as a verbal order and verified to the
pharmacist’s satisfaction that it is legitimate.

(5) The original fax shall be assigned the number of the prescription dispensed, and
maintained in pharmacy records for at least two years.

(6) The receiving fax machine must be in the prescription department of the pharmacy to
protect patient/pharmacist authorized prescribing practitioner confidentiality and security.

(7) Refill authorizations for prescriptions, other than Schedule 11, may be transmitted using a
facsimile device. Any faxed authorization to renew or refill a prescription that is not
signed must be treated as a verbal order and verified to the pharmacist’s satisfaction that
it is legitimate.

(d) Patient/prescriber consideration

(1) No pharmacist shall enter into any agreement with a practitioner or health care facility

concerning the provision of facsimile machine services or equipment which adversely
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affects any person's freedom to choose the pharmacy at which a prescription will be
filled.

(2) A pharmacy/pharmacist shall not provide a fax machine to a prescriber, a long-term-care
facility, or any healthcare facility free of charge or for less than the pharmacy/pharmacist
cost.

(3) No agreement between a prescriber and a pharmacy shall require that prescription orders
be transmitted by facsimile machine from the prescriber to only that pharmacy.

(4) A pharmacy/pharmacist shall not enter into any agreement whereby the
pharmacy/pharmacist pays to obtain the prescription order by fax or any electronic data
transfer. (10/12/93 Amended 2/15/95, 10/14/1997, 7/10/2009, and 5/31/2014)

07-00-0002—PRESCRIPTION TRANSFERS
(a) The transfer of original prescription information for a legend drug or a controlled substance
for the purpose of dispensing is permissible between pharmacies on a one-time basis only.

However, pharmacies electronically sharing a real-time, on-line database may transfer up to

the maximum refills permitted by law and the prescriber's authorization. Transfers are subject

to the following requirements:

(1) The transfer is communicated directly between two licensed or registered individuals
where one of the two must be a pharmacist and the transferring individual records the
following information:

(A)Void the transferred prescription.
(B) Record the name, address, and DEA registration number of the pharmacy to which it
was transferred and the name of the individual receiving the prescription information.
(C) Record the date of the transfer and the name of the individual transferring the
information.
(b) The individual receiving the transferred prescription information shall electronically record
or reduce to writing the following:

(1) Record that the prescription is a transferred prescription.

(2) Provide all information required to be on a prescription pursuant to 21 CFR 1306.05 and
include:

(A)date of issuance of original prescription;
(B) original number of refills authorized on original prescription;
(C) date of original dispensing;
(D) number of valid refills remaining and date(s) and locations of previous refill(s);
(E) pharmacy's name, address, DEA registration number and prescription number from
which the prescription information was transferred;
(F) name of individual who transferred the prescription.
(c) The original and transferred prescription(s) must be maintained for a period of two years
from the date of last refill.
(d) Pharmacies electronically accessing the same prescription record must satisfy all information
requirements of a manual mode for prescription transfer.
(e) Pharmacies transferring prescriptions may utilize facsimile or other electronic means to
communicate information for transfers.
(F) Transfers of controlled substances must follow federal law and regulations.
(Amended 5/31/2014 and 1/1/19)
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07-00-0003—SIGNING PRESCRIPTIONS

Every licensed pharmacist or intern who shall fill or refill a prescription, shall attest that he
or she has personally filled said prescription by placing upon said prescription his or her signature
with date thereof unless the pharmacy is electronically processing prescriptions. If the pharmacy
uses an electronic prescription processing system, they must fill prescriptions in accordance with
regulation 07-00-0008. (10/09/80, Revised 10/14/81, 6/20/91, and 8/19/99)

07-00-0004—SECRET CODES PROHIBITED

The treatment of disease, injury or deformity by secret means or secret drugs being contrary
to both the spirit and the letter of the Arkansas Medical Practices Act, and dispensing of secret
medicines or drugs being contrary to both the spirit and the letter of the Arkansas Pharmacy Act and
the Arkansas Food, Drug, and Cosmetic Act, hereafter no licensed pharmacist or intern shall enter
into any agreement or arrangement with a physician, or other practitioner authorized by law to
prescribe medicine or drugs, for the compounding and/or dispensing of secret formula or coded
prescription. (10/09/80)

07-00-0005—MAINTENANCE AND RETENTION OF DRUG RECORDS

All drug records, including but not limited to purchase invoices, official dispensing records,
prescription, and inventory records, must be kept in such a manner that all data is readily retrievable,
and shall be retained as a matter of record by the pharmacist for at least two years.

At least every 12 months all prescriptions for legend drugs which are not controlled
substances when refilled must be verified by the prescribing practitioner, a new prescription written,
and a new prescription number assigned to the prescription. The prescription number of the updated
prescription shall be recorded on the new prescription.

Provided, however, this regulation recognizes, and in no way affects, the six-month and
five-refill limit on controlled drug prescriptions pursuant to A.C.A. 5-64 308(c). (10/09/80, Revised
12/12/86)

07-00-0006—GENERIC SUBSTITUTION

The Arkansas State Board of Pharmacy recognizes the Federal Food and Drug
Administration’s Approved Drug Products with Therapeutic Equivalence Evaluations (The Orange
Book or The Green Book) as the basis for the determination of generic equivalency within the
limitations stipulated in that publication. If the Federal Food and Drug Administration approves a
drug product as bioequivalent and publishes that product with an "A" (AA, AB, AN, AO, AP, and
AT) rating in the Approved Drug Products with Therapeutic Equivalence Evaluations (The
Orange Book or The Green Book), an Arkansas pharmacist, or any pharmacist dispensing drugs to
patients in Arkansas, may substitute that product consistent with law. Conversely, if the drug
product is “B” rated, is changed from an "A" rating to a "B" rating, or is not rated, the pharmacist
may not substitute without the consent of the prescribing practitioner. When a pharmacist
substitutes a bioequivalent drug product for the drug prescribed, the patient shall be notified of
the substitution by a pharmacist involved in the dispensing process. (6/21/2001, Amended
5/31/2014)

7-4
Rev. 1/1/2019



07-00-0007—A PHARMACIST SHALL NOT DISPENSE A GENERICALLY
EQUIVALENT DRUG PRODUCT UNDER ACA § 17-92-503 (a) AND (b) OF
THE GENERIC SUBSTITUTION ACT IF:

(@) In the case of a written prescription, on the prescription the prescriber writes in his or her own
handwriting words that specify that no substitution shall be made and then also signs the
prescription.

(b) The prescriber, in the case of a prescription other than one in writing signed by the prescriber,
expressly states at the time the prescription is given, that it is to be dispensed as communicated,
and same is either entered into the pharmacy’s electronic prescription system or reduced to
writing on the prescription by the pharmacist, or

(c) The person for whom the drug product is prescribed indicates the prescription is to be dispensed
as written or communicated. (4/07/89, Amended 5/31/2014)

07-00-0008—ELECTRONIC PRESCRIPTION PROCESSING AND PATIENT
CONFIDENTIALITY
(a) Definitions
(1) *“Confidential information” means information that is personally identifiable and,

therefore, can be traced back to the patient or prescribing practitioner that is accessed or
maintained by the pharmacist in the patient's records or which is communicated to the
patient, as part of patient counseling, which is privileged and may be released only to
the patient or prescriber or, as the patient or prescriber directs; to those practitioners,
other authorized health care professionals, and other pharmacists where, in the
pharmacist's professional judgment, such release is necessary to protect the patient's
health and well being; and to such other persons or governmental agencies authorized
by law to receive such confidential information, regardless of whether such information
is in the form of paper, preserved on microfilm, or is stored on electronic media.

(@) “Electronic transmission” means transmission of information in electronic form
such as computer-to-computer, electronic device to computer, e-mail, or the
transmission of the exact visual image of a document by way of electronic
equipment.

(3) “Prescription drug order” means a lawful order of a practitioner for a drug or
device for a specific patient that is communicated to a pharmacist.

(b) Patient confidentiality requirements:

(1)  Prescription information and other patient health care information shall be
maintained in a manner that protects the integrity and confidentiality of such
information as provided by rules of the Board.

(2)  The pharmacy shall provide a mechanism for patients to prevent the disclosure of
any information (confidential or otherwise) about them that was obtained or
collected by the pharmacist or pharmacy incidental to the delivery of
pharmaceutical care other than as authorized by law or rules of the Board.

(3)  The pharmacist in charge shall:

(A) Establish written policies and procedures for maintaining the integrity and
confidentiality of prescription information and patient health care information. All
employees of the pharmacy, with access to any such information, shall be required
to read, sign, and comply with the established policies and procedures.
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(B) Assure that the requirements of this regulation are established and implemented.
(c) Manner of issuance of a prescription drug order

(1) A prescription drug order may be transmitted to a pharmacy by electronic
transmission. If transmitted by way of electronic transmission, the prescription
drug order shall be immediately reduced to a form, by the pharmacist, that may be
maintained for the time required by law or rules. Persons other than those bound
by a confidentiality agreement, pursuant to a consent agreement, shall not have
access to pharmacy records containing personally identifiable confidential
information concerning the pharmacy's patients or prescribers.

(2)  All prescription drug orders, communicated by way of electronic transmission
shall:

(A) Be sent only to the pharmacy of the patient's choice with no intervening person
having access to the prescription drug order.

(B) Identify the transmitter's phone number for verbal confirmation, the time and date
of transmission, and the pharmacy intended to receive the transmission -- as well
as any other information required by federal or state law.

(C) Be transmitted by the authorized practitioner or the designated agent of the
practitioner.

(D) Be deemed the original prescription drug order provided it meets the requirement
of this regulation and other law or regulation.

(3) All electronic equipment, for receipt of prescription drug orders communicated by way of
electronic transmission, shall be maintained so as to ensure against unauthorized access.
The pharmacist shall exercise professional judgment regarding the accuracy, validity, and
authenticity of the prescription drug order consistent with existing federal or state laws or
regulations.

(4) The prescribing practitioner may authorize his or her agent to transmit a prescription drug
order, by electronic transmission, to the pharmacy -- provided that the identity of the
transmitting agent is included in the order.

(d) Patient records:

(1) Personally identifiable confidential information in the patient medication record, may be
released to the patient, the prescriber, other licensed practitioners then caring for the
patient, another licensed pharmacist, the Board or it's representatives, or any other person
duly authorized by law to receive such information. Personally identifiable confidential
information, in the patient medication record, may be released to others only on written
release of the patient. Personally identifiable confidential information, in the patient
medication record related to identity of the prescriber, may be released only on written
release of the prescriber.

(e) Discipline:

The Board of Pharmacy may refuse to issue or renew, or may suspend, revoke, restrict the

licenses or the registration of, or fine any person for divulging or revealing confidential

information to a person other than as authorized by rules of the Board.
(e) Security:

To maintain the confidentiality of patient and prescriber records, the computer system shall

have adequate security and system safeguards designed to prevent and detect unauthorized

access, modification, or manipulation of patient records. Once the drug has been dispensed,
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any alterations in prescription drug order data shall be documented -- including the
identification of the pharmacist responsible for the alteration.

(F) Providing electronic equipment by pharmacists or pharmacies to practitioners or health care
facilities prohibited
A pharmacist or pharmacy shall not provide a computer modem or other similar electronic
device to a prescriber or health care facility for the purpose of providing an incentive to the
practitioner or health care facility to refer patients to a particular pharmacy or department.
This shall not prohibit a hospital from providing in-house equipment for the use of
practitioners and the hospital pharmacy to communicate within the facility. (Amended
10/2000, 3/2001)

07-00-0009—PROPER PRACTITIONER-PATIENT RELATIONSHIP

In accordance with Ark. Code Ann. § 17-92-1004(c) and Ark. Code Ann. § 17-92-1003(15), an in-
person physical exam of the patient performed by a practitioner, physician, doctor or other
prescribing health professional (“a practitioner”) prior to the issuance of any prescription is
required in order to establish a valid prior patient-practitioner relationship for purposes of
Ark. Code Ann. § 17-92-1004(c) and a “Proper Physician-Patient Relationship” for purposes of
Ark. Code Ann. § 17-92-1003(15), unless:
@ the prescribing practitioner is consulting at the specific request of another practitioner who:
Q) maintains an ongoing relationship with the patient;
)] has performed an in-person physical exam of the patient; and
(3) has agreed to supervise the patient’s ongoing care and use of prescribed
medications; or
(b) the prescribing practitioner interacts with the patient through an on-call or cross-coverage
situation.(Emergency 10/31/2007, 2/25/2008)

07-00-0010- THERAPEUTIC SUBSTITUTION

A pharmacist may substitute a therapeutically equivalent drug that is at a lower cost to the patient
only after the prescriber grants such authorization for each prescription. A prescriber may authorize
a pharmacist to dispense a therapeutically equivalent drug product as part of a written prescription
as defined to include a written, oral, faxed, or electronic prescription by indicating Therapeutic
Substitution Allowed or May Therapeutically Substitute or abbreviating “TSA” or “MTS” as part of
the prescription verbally, in writing or by utilizing a separate signature line to show such
authorization.

(a) Therapeutic equivalence may be established with clinical publications comparing dosages

of drugs in a therapeutic class.

(b)

(1) Before dispensing, the pharmacist shall discuss verbally any suggested substitution
with the patient and inform the patient that the patient has a right to refuse the
substitution. This discussion shall include without limitation:

(A) Notification to the patient that the therapeutically equivalent drug does not
contain the identical active ingredient present in the prescribed drug; and
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(B) All differences in dosage and frequency between the prescribed drug and the
therapeutically equivalent drug.

(c) The pharmacist shall send notice of the substitution to the prescriber in writing or by

electronic communication within twenty-four (24) hours after the drug is dispensed to the
patient.

(d) This section does not apply to specific acts of drug therapy management or disease state

management delegated to a pharmacist based upon a written protocol or patient care plan
approved by a physician under § 17-92-101(16)(A)(ix); (Adopted 12/29/2014)

07-01: F.D.A. APPROVAL OF DRUGS

07-01-0001—CONTROLLED SUBSTANCES APPROVED BY F.D.A.

(@)

(b)

Any wholesale drug company or drug manufacturer, doing business in Arkansas pursuant to
Act 173 of 1969, as amended by Act 75 of 1979 and Act 257 of 1981, shall not distribute
any controlled substance or legend drug or both in the State of Arkansas, if that product
requires approval by the Food and Drug Administration for marketing and distribution, and
the product, in fact has not been approved for marketing and distribution by the Food and
Drug Administration.

Violation of this regulation shall be grounds for suspension or revocation of the license of the
wholesale drug or drug manufacturer's license to do business in the State of Arkansas. 10/14/81

07-01-0002—DRUG PRODUCTS MUST HAVE A NEW DRUG APPLICATION OR AN
ABBREVIATED NEW DRUG APPLICATION

@)

(b)

©)

7-8

In order to provide for the protection of the public health and safety, drug products which are
offered for sale by, or stored at the premises of any manufacturer, distributor, wholesaler, or
pharmacy located in Arkansas must have an approved new drug application (NDA) or
abbreviated new drug application (ANDA) designation by the Federal Food and Drug
Administration pursuant to 21 USC 355 unless they are exempt from the requirements for such
a designation.

In order to protect the public health and safety, drug products offered for sale by, or stored at the
premises of, a manufacturer, wholesaler, distributor, or pharmacy location in Arkansas, which
do not have the required NDA or ANDA, or exemption there from referenced in the above
paragraph, are hereby declared to be contraband and subject to surrender to and destruction by
the Arkansas State Health Department.

Whenever it is made to appear to the Board that any licensee of the Arkansas State Board of
Pharmacy is in possession of a stock of drugs which are contraband as defined above, a
representative of the Board shall confirm with the Federal Food Drug Administration, by
telephone, that the particular drug or drugs involved do not have the requirement. Upon receipt
of this confirmation, the Board shall inform the owner, or person in charge, of the contraband
status of the drugs in question.

Retention, dispensing, promotion, or advertisement of drug products by a licensee of the Board
of Pharmacy, either at their business premises or at any separate storage facility after
notification of their contraband status, shall constitute a direct and immediate danger to the
public health and safety and will be good and sufficient cause for the suspension or revocation
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of any license issued by the Board of Pharmacy for knowingly retaining, dispensing, promoting,
or advertising any drug products which are contraband under this regulation.

This suspension or revocation would occur only after proper hearings are held by the Board of
Pharmacy. (10/14/81, Revised 6/20/91)

07-02: COMPOUNDING

07-02-0001—STANDARDS FOR COMPOUNDING AND DISPENSING STERILE
PRODUCTS

The purpose of this regulation is to provide standards in the conduct, practices, and
operations of a pharmacy preparing and dispensing products requiring sterility, such as injectables,
ophthalmics, and inhalants.

Compounding a drug product that is commercially available in the marketplace or that is
essentially a copy of a commercially available FDA-approved drug product is generally prohibited.
However, in special circumstances a pharmacist may compound an appropriate quantity of a drug
that is only slightly different than an FDA-approved drug that is commercially available based on
documentation provided by the prescribing physician of a patient specific medical need (e.g. the
physician requests an alternate product due to hypersensitivity to excipients or preservative in the
FDA-approved product, or the physician requests an effective alternate dosage form) or if the drug
product is not commercially available. The unavailability of such drug product must be
documented prior to compounding. The recommended methodology for documenting
unavailability is to print the screen of wholesalers showing back-ordered, discontinued, or out-of-
stock items. This or similar documentation must be available when requested by the Board.

Except for those products where stability prohibits advanced compounding, all products
dispensed by the pharmacy shall be in a form ready for administration, except in health care
facilities where medications may be provided as demanded by policies and procedures.

Pharmacies and pharmacists dispensing sterile products shall comply with all applicable
federal, state, and local law and regulation concerning pharmacy and also these additional rules:
(@) Guidelines for preparation of sterile products will be based on the distinction of sterile products

as either low-risk, medium-risk or high-risk products.
(1) Sterile products compounded under all of the following conditions are considered low-risk
sterile products:

(A) The finished products are compounded with aseptic manipulations entirely within a
Class 100 environment or better air quality using only sterile ingredients, products,
components, and devices.

(B) The compounding involves only transfer, measuring, and mixing manipulations with
closed or sealed packaging systems that are performed promptly and attentively.

(C) Manipulations are limited to aseptically opening ampules, penetrating sterile stoppers on
vials with sterile needles and syringes, and transferring sterile liquids in sterile syringes
to sterile administration devices and packages of other sterile products.

(D) For a low-risk preparation, in the absence of passing a sterility test, the storage periods
shall not exceed the following time periods: before administration, the sterile products
are exposed for no more than forty-eight (48) hours at controlled room temperature,
fourteen (14) days at two (2) to eight (8) degrees centigrade, and forty-five (45) days in

79
Rev. 1/1/2019



solid frozen state at negative twenty (—20) degrees centigrade or colder, while properly
stored.

(2) When sterile products compounded aseptically under low-risk conditions, and one or more
of the following conditions exists, such products are considered medium-risk sterile
products:

(A) Multiple individual or small doses of sterile products are combined or pooled to prepare
a sterile product that will be administered either to multiple patients or to one patient on
multiple occasions.

(B) The compounding process includes complex aseptic manipulations other than the single-
volume transfer

(C) The compounding process requires unusually long duration, such as that required to
complete the dissolution or homogeneous mixing.

(D) The sterile products do not contain broad-spectrum bacteriostatic substances, and they
are administered over several days.

(E) For a medium-risk preparation, in the absence of passing a sterility test, the storage
periods shall not exceed the following time periods: before administration, the sterile
products are exposed for no more than thirty (30) hours at controlled room temperature,
seven (7) days at two (2) to eight (8) degrees centigrade, and forty-five (45) days in solid
frozen state at negative twenty (—20) degrees centigrade or colder, while properly stored.

(3) Sterile products compounded under any of the following conditions are considered high-risk
sterile products:

(A) Nonsterile ingredients are incorporated, or a nonsterile device is employed before
terminal sterilization

(B) Sterile ingredients, components, devices, and mixtures are exposed to air quality inferior
to a Class 100 environment. This includes storage in environments inferior to a Class
100 environment of opened or partially used packages of manufactured sterile products
that lack antimicrobial preservatives.

(C) Nonsterile preparations are exposed no more than 6 hours before being sterilized.

(D) It is assumed, and not verified by examination of labeling and documentation from
suppliers or by direct determination, that the chemical purity and content strength of
ingredients meet their original or compendial specifications in unopened or in opened
packages of bulk ingredients.

(E) For a high-risk preparation, in the absence of passing a sterility test, the storage periods
shall not exceed the following time periods: before administration, the sterile products
are exposed for no more than twenty-four (24) hours at controlled room temperature,
three (3) days at two (2) to eight (8) degrees centigrade, and forty-five (45) days in solid
frozen state at negative twenty (—20) degrees centigrade or colder, while properly stored.

(b) Pharmacist requirements:

Any pharmacist in charge who performs or supervises the preparation or sterilization of sterile

medications shall:

(1) Have available written policies and procedures for all steps in the compounding of sterile
preparations. In addition, said policies and procedures shall address personnel education and
training and evaluation, storage and handling, clothing, personal hygiene, hand washing,
aseptic technique, quality assurance, expiration dating, and other procedures as needed.
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(2) Certify that all participating pharmacists and pharmacy technicians have completed a Board
approved training and testing program in sterile product preparation. Documentation of
training and testing shall be available for review, by February 30, 2002.

(3) Develop policies and procedures to annually test and review the techniques of participating
pharmacists and pharmacy technicians to assure adherence to aseptic procedures.

(c) Pharmacy technician requirements:

Pharmacy technicians participating in the preparation of sterile products shall have completed a

Board approved pharmacist supervised training and testing program in sterile product

preparation as described in Board regulation 03-00-0006 (b). Documentation of training and

testing shall be available.
(d) Work area and equipment:

Any pharmacy dispensing sterile parenteral solutions shall meet or exceed the following

requirements:

(1) A separate controlled limited access area (also called a buffer area or buffer room) for
compounding sterile solutions, which shall be of adequate space for compounding, labeling,
dispensing, and sterile preparation of the medication. This area shall have controlled
temperature and humidity. Cleanliness of the area is of critical importance. Drugs and other
materials, taken into the limited access area, shall be removed from cardboard and other
particle generating materials before being taken into the area.

(2) The controlled limited access area shall have a certified and inspected Class100
environment. Such an environment exists inside a certified laminar airflow hood (clean
room, biological safety cabinet or other barrier isolator meeting Class 100 requirements)
used for the preparation of all sterile products. The Class 100 environment device or area is
to be inspected and certified yearly. Barrier isolator workstations are closed systems and are
not as sensitive to their external environment as laminar airflow equipment. It is
recommended to place them in a limited access area with cleaning and sanitizing in the
surrounding area on a routine basis.

(3) Hazardous drugs shall be prepared within a certified Class 11, Type A (exhaust may be
discharged to the outdoors) or Class 11, Type B (exhaust may be discharged to the outdoors)
laminar flow biological safety cabinet. The Class 11, Type B can be obtained with a “bag in-
bag out” filter to protect the personnel servicing the cabinet and facilitate disposal. When
preparing cytotoxic agents, gowns and gloves shall be worn. All new construction, and those
undergoing renovation requiring the moving of existing hoods used in the preparation of
cytotoxic drugs, shall exhaust the hood to the outdoors, unless the Board of Pharmacy grants
an exception. The cabinet of choice is a Class 11, Type B. For the purpose of this regulation,
hazardous drugs shall be defined as agents that exhibit characteristics of genotoxicity,
carcinogenicity, teratogenicity, or evidence of serious organ or other toxicity at low doses.

(4) The area shall be designed to avoid excessive traffic and airflow disturbances.

(5) The area shall be ventilated in a manner not interfering with laminar flow hood conditions.

(6) Daily procedures must be established for cleaning the compounding area.

(e) Storage:

All pharmacies preparing and dispensing sterile products must provide:

(4) Adequate controlled room temperature storage space for all raw materials.

(5) Adequate storage space for all equipment. All drugs and supplies shall be stocked on
shelving above the floor.
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(6) Adequate refrigerator storage space for compounded solutions, with routinely documented
temperatures. Temperature ranges required are 36-46° F or 2-8° C.

(7) Adequate freezer storage space if finished products are to be frozen (e.g. reconstituted
antibiotics.) There shall be a procedure to routinely document temperatures.

(f) Labeling:

In addition to regular labeling requirements, the label shall include:

(1) Parenteral products shall have the rate of infusion when applicable.

(2) Expiration date (Policies and procedures shall address label change procedures as required
by physician orders.)

(3) Storage requirements or special conditions.

(4) Name of ingredients and amounts contained in each dispensing unit.

(5) All products dispensed to outpatients, and removed from the site of preparation for
administration different than the site of preparation, shall have label information as required
by state law.

(9) Shipping:

(1) Policies and procedures shall assure product stability during delivery.

(2) Pharmacy must assure ability to deliver products within an appropriate time frame.
(h) Home patient care services:

The pharmacist in charge of the pharmacy dispensing sterile parenteral solutions shall provide

the following or assure that they are provided prior to providing medications.

(1) The pharmacist must assure that the patient is properly trained if self-administering.

(2) In situations where a pharmacy or pharmacist employs a nurse to administer medications,
the pharmacist in charge must:

(A) Employ a registered nurse.

(B) Assure that proper records are maintained in compliance with laws and regulations.

(C) Make these records available to inspectors from appropriate agencies.

(3) 24-hour service shall be assured by the pharmacy.

(4) Pharmacists shall recommend and monitor clinical laboratory data as requested.

(5) Side effects and potential drug interactions should be documented and reported to the
physician.

(6) Patient histories and therapy plans should be maintained.

(i) Destruction of cytotoxic drugs:

Any pharmacy providing cytotoxic drugs shall establish procedures assuring the return and
proper destruction of any unused radioactive or cytotoxic drugs or other hazardous material
(destruction containers for needles).

In every instance, the pharmacist in charge shall monitor the delivery, storage, and
administration records of medications dispensed from his/her pharmacy.

(1) When preparing high-risk sterile products, the pharmacist in charge is responsible for making
sure the above procedures, in addition to the following, shall be met:
(1) Compound all medications in one of the following environments:
(A) A separate controlled limited access area with a positive air flow room inspected and
certified as meeting Class 10,000 requirements (Class 10,000 as defined by Federal
Standard 209E).

(B) An enclosed room providing a Class 100 environment for compounding.

(C) A barrier isolator that provides a Class 100 environment for compounding.
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It is recommended that all pharmacies have an anteroom designed to be separate
from the buffer room. The anteroom should be available for the decontamination of supplies
and equipment, and donning of protective apparel. A sink should be available in the
anteroom area so that personnel can scrub prior to entering the buffer room.

(2) Use total aseptic techniques, including gowning, mask, and hair net. Scrubs may be worn,
instead of gowning, if not worn or covered outside of the controlled limited access area.

(3) Provide a system for tracking each compounded product including:

(A) Personnel involved in each stage of compounding;

(B) Raw materials used including quantities, manufacturer, lot number, and expiration date;

(C) Labeling;

(D) Compounding records shall be kept for 2 years.

(4) Establishment of procedures for sterilization of all products prepared with any non-sterile
ingredients by filtration with 0.22 micron or other means appropriate for the product
components.

()

(A) All high-risk level compounded sterile products for administration by injection into
the vascular and central nervous systems that are prepared in groups of more than
twenty-five (25) identical individual single-dose packages (such as ampules, bags,
syringes, and vials), or in multiple dose vials for administration to multiple patients,
or are exposed longer than twelve (12) hours at a two (2) to eight (8) degrees
centigrade and longer than six (6) hours at warmer than eight (8) degrees centigrade
before they are sterilized shall be tested to ensure they are sterile, do not contain
excessive bacterial endotoxins, and are of labeled potency before they are dispensed
or administered as provided below.

(B) Sterility Testing (Bacterial and Fungal) — The USP Membrane Filtration Method is
the method of choice where feasible (e.g. components are compatible with the
membrane). The USP Direct Transfer Method is preferred when the membrane
filtration is not feasible. An alternative method may be used if verification results
demonstrate that the alternative is at least as effective and reliable as the USP
Membrane Filtration Method or the USP Direct Transfer Method. The pharmacist in
charge shall establish written procedures requiring daily observation of the media and
requiring an immediate recall if there is any evidence of microbial growth and said
procedures must be available to Board inspectors.

(C) Bacterial Endotoxin (Pyrogen) Testing — The USP Bacterial Endotoxin Test, or
verified equivalent, shall be used to ensure compounded sterile products do not
contain excessive endotoxins.

(D) Potency Testing — The potency of all compounded products meeting the criteria
described in Board regulation 07-02-0001 (j) (5) above must be tested to verify the
potency stated on the label. Products for which there is no known or commercially
available potency test standard require Board approval prior to compounding.

(E) The USP Membrane Filtration Method and the USP Direct Transfer Method are the
membrane filtration and direct transfer methods described in Chapter 71,United
States Pharmacopeia (“USP”), 2001 Edition. The USP Bacterial Endotoxin Test is
the bacterial filtration test described in Chapter 85, USP, 2001 Edition. Should there
be any amendment or change in any of the above methods or test by USP subsequent
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to the effective date of this paragraph, said change or amendment to USP shall be
effective under this regulation after the expiration of thirty (30) days from the
effective date of said change or amendment, unless within said time period, the
Executive Director objects to said change or amendment. In that case, the Executive
Director shall publish the reasons for objection and afford all interested parties an
opportunity to present commentary; said notice and commentary shall be pursuant to
A.C.A. 8 25-15-204, as amended, and the resulting decision by the Board shall be
reflected by an amendment to this regulation.
(6) Establishment of procedures for yearly testing the techniques of pharmacists using
simulated aseptic procedures and documentation thereof.
(7) Any construction requirements as required by this regulation (i.e. separate controlled
limited access area and certification of Class 10,000) must be complied with by January
2004. Adopted: 6/85 (Amended 8/2001, 2/2003 & emergency 6/2003 & 10/26/2003).

07-02-0002—GOOD COMPOUNDING PRACTICES
(@) This regulation describes the requirements of minimum current good compounding practice for
the preparation of drug products by pharmacies or other facilities with permits issued by the

Arkansas State Board of Pharmacy.

Compounding a drug product that is commercially available in the marketplace or that is

essentially a copy of a commercially available FDA-approved drug product is generally

prohibited. However, in special circumstances a pharmacist may compound an appropriate
quantity of a drug that is only slightly different than an FDA-approved drug that is

commercially available based on documentation provided by the prescribing physician of a

patient specific medical need (e.g. the physician requests an alternate product due to

hypersensitivity to excipients or preservative in the FDA-approved product, or the physician
requests an effective alternate dosage form) or if the drug product is not commercially available.

The unavailability of such drug product must be documented prior to compounding. The

recommended methodology for documenting unavailability is to print the screen of wholesalers

showing back-ordered, discontinued, or out-of-stock items. This or similar documentation must
be available when requested by the Board.
(b) Definitions:

The following words or terms, when used in this regulation, shall have the following meaning,

unless the context clearly indicates otherwise:

(1) “Compounding” means preparation, mixing, assembling, packaging, and labeling of a drug
or device as the result of a duly authorized practitioner’s prescription drug order or initiative
based on the practitioner/patient/pharmacist relationship in the course of professional
practice.

(A) Compounding may also be for the purpose of, or as an incident to, research, teaching, or
chemical analysis.

(B) Compounding includes the preparation of drugs or devices in anticipation of prescription
drug orders based on routine, regularly observed prescribing patterns.

(C) Reconstitution of commercial products is not considered compounding for the purposes
of this regulation.

(2) “Component” means any ingredient used in the compounding of a drug product, including
those that may not appear in such product.
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(3) “Manufacturing” means the production, preparation, propagation, conversion, or processing
of a drug or device, either directly or indirectly by extraction from substances of natural
origin or independently by means of chemical or biological synthesis and includes any
packaging or repackaging of the substance(s) or labeling or re-labeling of its container, and
the promotion and marketing of such drugs or devices. Manufacturing also includes any
preparation of a drug or device that is given or sold for resale by pharmacies, practitioners,
or other persons. The distribution of inordinate amounts of compounded products, without a
practitioner/patient/pharmacist relationship is considered manufacturing.

(4) “Pharmacy generated products” means a medical product that is prepared, packaged, and
labeled in a pharmacy that can be sold by the pharmacy without a prescription.

(c) Pharmacist responsibilities:

(1) All pharmacists, who engage in drug compounding, shall be proficient in compounding and

shall continually expand their compounding knowledge by participating in seminars and/or

studying appropriate literature.

(2) The pharmacist has the responsibility to:

(A) Assure the validity of all prescriptions;

(B) Approve or reject all components, drug product containers, closures, in-process
materials, and labeling;

(C) Prepare and review all compounding records and procedures to ensure that no errors
have occurred in the compounding process;

(D) Ensure the proper maintenance, cleanliness, and use of all equipment used in a
prescription compounding practice;

(E) Ensure only personnel authorized by the pharmacist in charge shall be in the immediate
vicinity of the drug compounding operation.

(d) Drug compounding facilities:

(1) Pharmacies engaging in compounding shall have a specifically designated and adequate area
(space) for the orderly compounding of prescriptions, including the placement of equipment
and materials.

(2) The aseptic processing for sterile products shall be in an area separate and distinct from the
area used for the compounding of non-sterile drug products.

(3) The area(s) used for the compounding of drugs shall be maintained in a good state of repair.

(4) Bulk drugs and other chemicals or materials used in the compounding of drugs must be
stored in adequately labeled containers in a clean, dry area or, if required, under proper
refrigeration.

(5) Adequate lighting and ventilation shall be provided in all compounding areas.

(6) Potable water shall be supplied under continuous positive pressure in a plumbing system
free of defects that could contribute contamination to any compounded drug product.

(7) These area(s) used for compounding shall be maintained in a clean and sanitary condition.

(8) If parenteral products are being compounded, standards set out in Board Regulation 07-02-
0001 must be met.

(e) Compounding equipment

(1) Equipment used in the compounding of drug products shall be of appropriate design and
capacity as well as suitably located to facilitate operations for its intended use, cleaning, and
maintenance.

(2) Compounding equipment shall be of suitable composition so the surfaces that contact
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components shall not be reactive, additive, or absorptive so as to alter the purity of the
product compounded.

(3) Equipment and utensils used for compounding shall be cleaned and sanitized immediately
prior to use to prevent contamination.

(4) Equipment and utensils must be stored in a manner to protect from contamination.

(5) Automated, mechanical, electronic, limited commercial scale manufacturing or testing
equipment, and other types of equipment may be used in the compounding of drug products.
If such equipment is used, it shall be routinely inspected, calibrated (if necessary), or
checked to ensure proper performance.

(6) Immediately prior to the initiation of compounding operations, the equipment and utensils
must be inspected by the pharmacist and determined to be suitable for use.

(7) When drug products with special precautions (antibiotics, hazardous materials and
cytotoxins) are involved, appropriate measures must be utilized in order to prevent cross-
contamination and proper disposal procedures must be followed. These measures include
either the dedication of equipment for such operations or the meticulous cleaning of
equipment prior to its use for the preparation of other drugs.

() Component selection requirements:

(1) Pharmacists shall first attempt to use United States Pharmacopoeia / The National
Formulary (USP-NF) drug substances for compounding that have been made in an a Food
and Drug Administration registered facility.

(2) If components are not obtainable from an FDA registered facility or if the Food and Drug
Administration and/or the company cannot document Food and Drug Administration
registration, pharmacists compounding prescriptions shall use their professional judgment in
first receiving, storing, or using drug components that meet official compendia requirements
or another high quality source.

(9) Control of drug products:

(1) Drug product containers and closures shall be handled and stored in a manner to prevent
contamination and to permit inspection and cleaning of the work area.

(2) Containers and closures shall be suitable material as to not alter the compounded drug as to
quality, strength, or purity.

(h) Drug compounding controls:

(1) There shall be written procedures for the compounding of drug products to assure that the
finished products have the identity, strength, quality and purity they purport or are
represented to possess.

(2) Procedures shall include a listing of the components, their amounts (in weight or volume),
the order of component mixing, and a description of the compounding process.

(3) All equipment and utensils and the container/closure system relevant to the sterility and
stability of the intended use of the drug shall be listed.

(4) All written procedures shall be followed in the execution of the compounding procedure.

(5) Components shall be accurately weighed, measured, or subdivided as appropriate. These
operations should be checked and rechecked by the compounding pharmacist at each stage
of the process to ensure that each weight and measure is correct as stated in the written
compounding procedures.

(6) Written procedures shall be established and followed that describe the tests or examination
to be conducted on the product compounded (e.g. degree of weight variation among
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capsules) to ensure reasonable uniformity and integrity of compounded drug products.
(A) Such control procedures shall be established to monitor the output and to validate the
performance of those compounding processes that may be responsible for causing
variability in the final drug product.
(B) Such control procedures shall include, but are not limited to, the following (where
appropriate):
(i) capsule weight variation;
(i) adequacy of mixing to assure uniformity and homogeneity; and
(iit)clarity, completeness or pH of solutions.

(7) Appropriate written procedures designed to prevent microbiological contamination of
compounded drug products purporting to be sterile shall be established and followed. Such
procedures shall follow accepted standards of practice and/or include validation of any
sterilization process.

(8) Beyond use dates and storage requirements (e.g. refrigeration) should be established. The
USP-NF guidelines should be used.

(i) Labeling:

(1) If acomponent is transferred from the original container to another (e.g. a powder is taken
from the original container, weighed, placed in a container) and stored in another container,
the new container shall be identified with the:

(A) component name;

(B) lot and expiration date if available;
(C) strength and concentration;

(D) weight or measure; and

(E) route of administration

(2) Products prepared in anticipation of a prescription prior to receiving a valid prescription
should not be an inordinate amount.

(A) A regularly used amount should be prepared based on a history of prescriptions filled by
the pharmacy.
(B) These products shall be labeled or documentation referenced with the:
(i) complete list of ingredients or preparation name and reference;
(i1) federal expiration date—up to one (1) year;
(iii) assigned beyond —use date:
(@) based on published data, or;
(b) appropriate testing, or;
(c) USP-NF standards.
(iv) storage under conditions dictated by its composition and stability (e.g., in a clean,
dry place or in the refrigerator); and
(v) batch or lot number.

(3) Upon the completion of the drug preparation operation, the pharmacist shall examine the
product for correct labeling.

(4) The prescription label shall contain the following:

(A) patient name;

(B) prescriber’s name;

(C) name and address of pharmacy;
(D) directions for use;
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(E) date filled;
(F) beyond use date and storage (may be auxiliary labels); and
(G) an appropriate designation that this is a compounded prescription, with reference to
active ingredients.
(1) Records and Reports:

(1) Any procedures or other records required to comply with good compounding practices shall
be retained for the same period of time as required for retention of prescription records.

(2) All records required to be retained under good compounding practices, or copies of such
records, shall be readily available for authorized inspection.

(3) Computer information and the hard copy of the prescription should indicate that the
prescription is to be compounded.

(4) Adequate records must be kept of controlled substances (Scheduled drugs) used in
compounding.

(k) Pharmacy generated product requirements:

(1) A pharmacy generated product (PGP) may be prepared from legend drugs, not to exceed
recommended strengths and doses.

(2) PGP will be labeled properly and will be sold with the public’s health and welfare in mind.

(3) PGP cannot be bulk compounded to sell to a second entity for resale. This would require a
manufacturer’s permit.

() Compounding for a prescriber’s office use:

(1) Pharmacies may prepare compounded drug products for a duly authorized prescriber’s
office use.

(2) An order by the duly authorized prescriber, indicating the formula and quantity ordered, will
be filed in the pharmacy.

(3) The product is to be administered in the office and not dispensed to the patient. The product
shall be labeled “For Office Use Only—Not for Resale”.

(4) A record of the compounded drug product may be kept as a prescription record in the
pharmacy computer.

(5) A label may be generated and a number assigned by the pharmacy computer for the
compounded drug product.

(6) Patient specific prescriptions for controlled substances cannot be filled “for office or
medical bag use”.

(7) A retail pharmacy is not precluded from making more than five percent (5%) of its annual
sales to licensed practitioners. The pharmacy must, however, obtain a State Wholesale
Legend Drug and/or Controlled Substance Distributor Permit.

(m)Compounding veterinarian products:

(1) Prescriptions for animals may be compounded based on an order or prescription from a duly
authorized prescriber.

(2) These prescriptions are to be handled and filled the same as the human prescriptions.

(3) Patient specific prescriptions for controlled substances cannot be filled “for office or medical
bag use”.

(Adopted 2/2001, Revised emergency 6/2003 & 10/26/2003, Revised 11/30/2010)

07-03: SAMPLES
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07-03-0001—DRUG SAMPLES
(@) Definitions

(1) “Drug sample” means a unit of a legend drug which is distributed to a practitioner by a
manufacturer or a manufacturer's representative at no charge, is not intended to be sold, and
is intended to promote the sale of the drug. "Drug sample” shall not mean a drug under
clinical investigations approved by the federal Food and Drug Administration.

(2) “Coupon” means a form which may be redeemed as part of, or all of, the cost of a
prescription for a legend drug after it has been dispensed.

(3) "Legend Drug" means a drug limited by Section 503 (b)(1) of the Federal Food, Drug, and
Cosmetic Act to being dispensed by or upon a medical practitioner's prescription because
the drug is (a) habit forming, (b) toxic or having potential for harm, or (c) the new drug
application for the drug limits its use to use under a practitioner's supervision. The product
label of which is required to contain the statement "CAUTION, FEDERAL LAW
PROHIBITS DISPENSING WITHOUT A PRESCRIPTION."

Provided, however, a legend drug includes prescription drugs subject to the
requirement of Section 503 (b)(1) of the federal Food, Drug, and Cosmetic Act which shall
be exempt from Section 502 (f)(1) if certain specified conditions are met.

(b) Unprofessional conduct pursuant to regulation 02-04-0001 shall include the following:

(1) It shall be unprofessional conduct for a licensed pharmacy, pharmacist, or pharmacy intern
licensed in the state of Arkansas to sell, purchase, or trade or offer to sell, purchase, or trade
any drug sample.

(2) It shall be considered unprofessional conduct for any licensed pharmacy, pharmacist, or
pharmacy intern licensed in the state of Arkansas to sell, purchase, trade, or counterfeit, or
offer to sell, purchase, trade, or counterfeit any "coupon.”

(©)

(A) The possession of a drug sample by a pharmacy, pharmacist or licensed intern shall be
considered unprofessional conduct unless prior approval has been obtained from the
Board of Pharmacy or unless the sample was provided for personal use by the
pharmacist, intern, or his or her family.

(B) If a licensed pharmacy, pharmacist, or pharmacy intern believes that he or she has a
valid reason to possess and/or distribute a drug sample free of charge, the involved
pharmacist shall make a written request to the Board of Pharmacy so that the Board may
review the request to assure that there is not a violation of federal or state law or Board
of Pharmacy regulation.

Upon written request stating the purpose or use of drug sample and quantity to be
possessed, the Board shall approve possession of sample drugs when reasonably
necessary to serve a public purpose when consistent with federal and state law. The
Board may impose any conditions upon possession as determined appropriate.

The pharmacist in charge of the pharmacy where the drug samples will be located shall
maintain same separated from other stock and in original sample packages.

7-19
Rev. 1/1/2019



No compensation shall be charged for sample drugs. (10/12/86)

07-04: CONTROLLED SUBSTANCES

07-04-0001—SCHEDULE 11 PRESCRIPTION DRUGS
(@) Emergency Prescriptions -- In the case of an emergency situation, as defined by this regulation,
a pharmacist may dispense a controlled substance listed in Schedule Il upon receiving oral
authorization of a prescribing individual practitioner -- provided that the quantity prescribed and
dispensed is limited to the amount adequate to treat the patient during the emergency period
(never more than 72 hours). Dispensing, beyond the emergency period, must be pursuant to a
written prescription signed by the prescribing individual practitioner. For the purposes of
authorizing an oral prescription for a controlled substance listed in Schedule 11 of the Arkansas
Controlled Substance List, the term "emergency situation” means those situations in which the
prescribing practitioner determines that:
(1) Immediate administration of the controlled substance is necessary for proper treatment of
the intended ultimate user;
(2) No appropriate alternative treatment is available (which includes the administration of a
drug which is not a Schedule I1), and
(3) Itis not reasonably possible for the prescribing practitioner to provide a written
prescription to be presented to the pharmacist dispensing the drug prior to the dispensing.

The prescription shall be immediately reduced to writing by the pharmacist. Within seven (7)
days after authorizing an emergency oral prescription, the prescribing practitioner shall cause
a written prescription for the emergency quantity prescribed to be delivered to the dispensing
pharmacist. The statement "Authorization for Emergency Dispensing,” and the date of the
oral order, must be on the face of the prescription. Upon receipt, the dispensing pharmacist
shall attach this prescription to the oral emergency prescription, which had earlier been
reduced to writing. The pharmacist shall notify the nearest office of the DEA if the
prescribing practitioner fails to deliver a written prescription--failure of the pharmacist to do
so shall void the authority conferred by this regulation to dispense without a written
prescription of a prescribing practitioner.

(b) Licensees of the Arkansas State Board of Pharmacy may not dispense a quantity of a
Schedule 11 Narcotic that exceeds the prescriber’s authority to prescribe.

(Amended 1/1/19)

07-04-0002—PARTIAL FILLING OF A SCHEDULE Il PRESCRIPTION

The partial filling of a prescription for a controlled substance listed in Schedule 1l is
permissible. If the pharmacist is unable to supply the full quantity called for in a written or
emergency oral prescription and makes a notation of the quantity supplied on the face of the
written prescription (or written record of the emergency oral prescription), the remaining portion
of the prescription may be filled within 72 hours of the first partial filling; however, if the
remaining portion is not or cannot be filled within the 72-hour period, the pharmacist shall so
notify the prescribing practitioner. No further quantity may be supplied beyond 72 hours without
a new prescription.
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A prescription, for a Schedule Il controlled substance written for a patient in a long-term-
care facility (LTCF) or for a patient with a medical diagnosis documenting a terminal illness,
may be filled in partial quantities to include individual dosage units. If there is any question
whether a patient may be classified as having a terminal illness, the pharmacist may contact the
practitioner prior to partially filling the prescription. Both the pharmacist and the prescribing
practitioner have a corresponding responsibility to assure that the controlled substance is for a
terminally ill patient. The pharmacist must record, on the prescription, whether the patient is
"terminally ill" or an "LTCF patient".

For each partial filling, the dispensing pharmacist shall record, on the back of the
prescription (or on another appropriate record, uniformly maintained, and readily retrievable),
the date of the partial filling, quantity dispensed, remaining quantity authorized to be dispensed,
and the identification of the dispensing pharmacist.

Prior to any subsequent partial filling, the pharmacist is to determine that the additional
partial filling is necessary. The total quantity of Schedule Il controlled substances dispensed, in
all partial filling, must not exceed the total quantity prescribed. A Schedule 11 prescription for a
patient in a LTCF or a patient with a medical diagnosis documenting a terminal illness, if
partially filled, shall be totally dispensed within sixty (60) days and dispensing cannot occur after
sixty (60) days or after the medication has been discontinued by the prescriber.

(Amended 1/1/19)

07-04-0003—COMPUTER RECORDS FOR PARTIAL FILLING
Information, pertaining to current Schedule Il prescriptions for patients in a LTCF or for

patients with a medical diagnosis documenting a terminal illness, may be maintained in a

computerized system -- if the system has the capability to permit:

(@) Output (display or print) of the original prescription number, date of issue, identification of
prescribing individual practitioner, identification of patient, address of the LTCF or address of
the hospital or residence of the patient, identification of medication authorized (to include
dosage, form, strength and quantity) and listing of the partial fillings that have been dispensed
under each prescription.

(b) Immediate (real time) updating of the prescription record each time a partial filling of the
prescription is conducted.

(¢) Retrieval of partially filled Schedule Il prescription information is the same as required for
Schedule 111 and 1V prescription refill information.

The authority to dispense Schedule Il prescriptions for partial quantities does not apply to
other classes of patients -- such as a patient with severe intractable pain who is not diagnosed as
terminal.

07-04-0004--TIME LIMIT ON A NEW SCHEDULE Il PRESCRIPTION

Prescriptions written for Schedule Il controlled substances may be dispensed up to six (6)
months from the date written if the pharmacist is certain of the validity of the prescription. An
exception to this would be prescriptions written for a patient classified as terminally ill or a long-
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term-care facility patient and these prescriptions are valid for 60 days from date of issue and may
be partially filled. (2/15/95, Amended 10/14/97)

07-04-0005—THEFT OR LOSS OF CONTROLLED DRUGS

In the event a holder of a pharmacy permit issued by the Arkansas State Board of Pharmacy
under ACA 817-92-405 and Board Regulation 04-05-0001 has suffered a theft or loss of controlled
substances. Said permit holder shall:

i. Notify Arkansas Department of Health Division of Pharmacy Services and Drug Control, the
nearest Drug Enforcement Administration Diversion Field Office, and the Arkansas State
Board of Pharmacy immediately upon discovery by phone or fax, and
Deliver a completed DEA Form-106 to each of the agencies listed in (a) within 7 days of the
occurrence of said loss or the discovery of said loss.

(10/09/83 Revised 6/26/03 and 7/27/2011)

07-04-0006—SCHEDULE V--EXEMPT PRODUCTS & PHARMACIST-AUTHORIZED

DRUGS

(@) A Pharmacist-Authorized Drug is a nonprescription drug that is subject to the same restrictions
as are imposed for ephedrine, pseudoephedrine, or phenylpropanolamine under Ark. Code Ann.
8§ 5-64-1103(c) and (d)(4) and § 5-64-1104.

(b) A pharmacist may dispense a Schedule V exempt product or a Pharmacist Authorized Drug
only after making a professional determination that there is a legitimate medical and
pharmaceutical need for the product. A pharmacist must base the decision to dispense on
factors relevant to the patient’s medical need and the appropriateness of the requested product,
including, without limitation:

1. the patient’s medication filling history as maintained in the pharmacy’s system;

2. the pharmacist’s personal knowledge of the patient; and/or

3. the pharmacist’s screening of the patient’s existing medical conditions and physical
symptoms as appropriate for the treatment being considered. The screening may
include a review of the patient’s medical history, disease history, prescription history,
physical symptoms, and relevant vital signs, such as blood pressure. All screening
performed by the pharmacist must be documented and maintained in the patient’s
pharmacy record.

(c) A pharmacist should not dispense a Schedule V exempt product or Pharmacist Authorized Drug
if the pharmacist is aware of information indicating that the patient is inappropriately self-
medicating. If the patient does not provide a satisfactory explanation regarding inappropriate
self-medicating, the pharmacist must decline to dispense the product and refer the patient to a
physician.

1. For ephedrine, pseudoephedrine, or phenylpropanolamine products, a pharmacist
should question a patient regarding inappropriate self-medicating when records
indicate that the patient may be exceeding the maximum recommended daily dose.

2. For Schedule V exempt narcotics, a pharmacist should question a patient regarding
inappropriate self-medicating when records indicate that the patient has been
dispensed a Schedule V exempt product:

A. more than ten (10) days;
B. more than twice in a thirty (30) day period;
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C. more than four (4) times in two (2) consecutive months; or
D. every month.

(d) The Arkansas State Board of Pharmacy may revoke or suspend a certificate of licensure,
license, registration or permit or may refuse to issue a certificate of licensure, license,
registration or permit to any person or entity that dispenses or sells a Schedule V exempt
product or Pharmacist Authorized Drug in violation of a state or federal pharmacy law or
regulation.

(e) A pharmacist is immune from civil liability for refusing to dispense, sell, transfer or otherwise
furnish a Schedule V exempt product or Pharmacist Authorized Drug based on a professional
determination or a determination of age or identity.

(F) Nothing in this regulation shall be interpreted to require that a Schedule V exempt product or
Pharmacist Authorized Drug must be sold upon request. There shall be no penalty or other
disciplinary action taken against a pharmacist who chooses not to sell these products to a
patient or individual. (Adopted 7/27/2011)

07-04-0007—SCHEDULE V--EXEMPT NARCOTICS

A controlled substance listed in Schedule V which is not a prescription drug as determined
under the Federal Food, Drug, and Cosmetic Act, may be dispensed by a pharmacist without a
prescription to a purchaser at retail, provided that:

(a) Such dispensing is made only by a pharmacist and not by a nonpharmacist employee even if
under the supervision of a pharmacist (although after the pharmacist has fulfilled his
professional and legal responsibilities set forth in this section, the actual cash, credit
transaction, or delivery, may be completed by a nonpharmacist);

(b) Not more than 240 cc. (8 ounces) of any such controlled substance containing opium, nor
more than 120 cc. (4 ounces) of any other such controlled substance nor more than 48
dosage units of any such controlled substance containing opium, nor more than 24 dosage
units of any other such controlled substance may be dispensed at retail to the same
purchaser in any given 48-hour period;

(c) The purchaser is at least eighteen (18) years of age;

(d) The pharmacist requires every purchaser of a controlled substance under this section not
known to him to furnish suitable identification (including proof of age where appropriate);

(e) A bound record book for dispensing of controlled substances under this section is
maintained by the pharmacist, which book shall contain the name and address of the
purchaser, the name and quantity of controlled substance purchased, the date of each
purchase, and the name or initials of the pharmacist who dispensed the substance to the
purchaser (the book shall be maintained in accordance with the recordkeeping requirement
of 8§21 CFR 1304.04); and

() A prescription is not required for distribution or dispensing of the substance pursuant to any
other Federal, State or local law. (6/07/90 Revised 7/27/2011)

07-04-0008—SCHEDULE V—EPHEDRINE, PSEUDOEPHEDRINE OR
PHENYLPROPRANOLAMINE
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(@) As provided in Ark. Code Ann. § 5-64-1101, et seq., unless dispensed under a valid
prescription, all sales or transfers of ephedrine, pseudoephedrine or phenylpropanolamine are
subject to the following quantity limits and restrictions:

@ In a single transaction, no more than three (3) packages of one (1) or more
products that contain ephedrine, pseudoephedrine, or phenylpropanolamine, or their salts,
isomers, or salts of isomers;
(@) In a single transaction, no more than a single package of any product that contains
ephedrine, pseudoephedrine, or phenylpropanolamine, that contains more than ninety-six
(96) pills, tablets, gelcaps, capsules, or other individual units or more than three grams
(39) of ephedrine, pseudoephedrine, or phenylpropanolamine, or their salts, isomers, or
salts of isomers, or a combination of any of these substances, whichever is smaller;
(€)) In a single transaction, any product containing ephedrine, pseudoephedrine, or
phenylpropanolamine, unless:
(A) The product is sold in a package size of not more than three grams (3g) of
ephedrine, pseudoephedrine, or phenylpropanolamine base and is packaged in a
blister pack, each blister containing not more than two (2) dosage units;
(B) When the use of a blister pack is technically infeasible, that is packaged in a
unit dose packet or pouch; or
(C) Inthe case of a liquid, the drug is sold in a package size of not more than three
grams (3 g) of ephedrine, pseudoephedrine, or phenylpropanolamine base; or
4) No product containing ephedrine, pseudoephedrine, or phenylpropanolamine may
be sold or transferred to any person under eighteen (18) years of age, unless the person is
purchasing an exempt product under Ark. Code Ann. § 5-64-1103 (b).
(5) No more than 5 grams of any product containing ephedrine or 9 grams of any
product containing pseudoephedrine or phenylpropanolamine to a single patient in any 30
day period.

(b) A pharmacist may not dispense and a pharmacy technician or intern may not sell or transfer

ephedrine, pseudoephedrine, or phenylpropanolamine unless the patient has provided
either:

(1)  adriver's license or non-driver’s identification card issued by the Arkansas
Department of Finance and Administration that contains a photograph of the
person, the person's date of birth, and a functioning magnetic stripe or bar code; or

(2)  Anidentification card issued by the United States Department of Defense to active
duty military personnel and their dependents that contains a photograph of the
person and the person’s date of birth.

(c) In addition to documenting the professional determination required by Regulation 07-04-

0006(a), a sale of ephedrine, pseudoephedrine, or phenylpropanolamine must also be
approved by scanning the license or identification card into the real-time electronic
logbook using the magnetic stripe or bar code except and unless using a military 1D as
described in regulation 07-04-0008 (b)(2) in which case the identification may be manually
entered into the real-time electronic logbook.

(d) A pharmacist, pharmacy or pharmacy employee must also comply with Federal law
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phenylpropanolamine to a patient in any 24 hour period. (Adopted 7/27/2011, Amended
5/31/2014)
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Agency # 070.00
REGULATION 8 —WHOLESALE DISTRIBUTION

08-00: WHOLESALE DRUG DISTRIBUTORS OF LEGEND/CONTROLLED
SUBSTANCES

08-00-0001—DEFINITIONS

As used in this regulation, unless the context otherwise requires.

(@ “Board” means the Arkansas State Board of Pharmacy;

(b) “Person” includes individual, partnership, corporation, business firm and association;

(c) “Controlled substance” means those substances, drugs, or immediate precursors listed in
Schedules I through VI of the Uniform Controlled Substances Act, § 5-64-101 et seq., and
revised by the coordinator pursuant to his authority under § 5-64-214 - § 5-64-216;

(d) “Legend drug” means a drug limited by the federal Food, Drug, and Cosmetic Act to being
dispensed by or upon a medical practitioner's prescription because the drug is:

(1) Habit-forming;
(2) Toxic or having potential for harm;
(3) Limited in its use to use under a practitioner's supervision by the new drug application for
the drug.
(i) The product label of a legend drug is required to contain the statement "CAUTION;
FEDERAL LAW PROHIBITS DISPENSING WITHOUT A PRESCRIPTION."
(i1) A legend drug includes prescription drugs subject to the requirement of the Federal
Food, Drug, and Cosmetic Act, which shall be exempt if certain specified conditions
are met.
(e) “Prescription drug” means controlled substances, legend drugs and veterinary legend drugs
as defined herein.
(f) “Blood” means whole blood collected from a single donor and processed either for
transfusion or further manufacturing.
(9) “Blood component” means that part of blood separated by physical or mechanical means.
(h) “Manufacturers” means anyone who is engaged in manufacturing, preparing, propagating,
compounding, processing, packaging, repackaging, or labeling of a prescription drug.
(1) “Wholesale distribution” means the distribution of prescription drugs to persons other than
consumers or patients and reverse distribution of such drugs, but does not include:
(1) Intra-company sales;
(2) The purchase or other acquisition by a hospital or other health care entity that is a member of
a group purchasing organization or from other hospitals or health care entities that are members
of such organizations;
(3) The sale, purchase or trade of a drug or an offer to sell, purchase, or trade a drug by a
charitable organization described in Section 501 (c)(3) of the federal Internal Revenue Code to a
nonprofit affiliate of the organization to the extent otherwise permitted by law;
(4) The sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug among
hospitals or other health care entities that are under common control; for the purposes of this
regulation “common control” means the power to direct or cause the direction of the
management and policies of a person or an organization whether by ownership or stock or voting
rights, by contract or otherwise;
(5) The sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug; or the
dispensing of a drug pursuant to a prescription;
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(6) The distribution of drug samples by manufacturers' representatives or distributors'

representatives; or

(7) The sale, purchase or trade of blood components intended for transfusion.

() “Wholesale distributor” means any person engaged in wholesale distribution of prescription
drugs, including but not limited to manufacturers; repackers' own-label distributors; private label
distributors; jobbers; brokers; warehouses, including manufacturers' and distributors'
warehouses, chain drug warehouses, and wholesale drug warehouses; independent wholesale
drug traders; prescription drug repackagers; physicians; dentists, veterinarians; birth control and
other clinics; individuals; hospital; nursing homes and their providers; health maintenance
organizations and other health care providers; and retail and hospital pharmacies that conduct
wholesale distributions. A wholesale drug distributor shall not include any for-hire carrier or
person or entity hired solely to transport prescription drugs.

(k) “Drug sample” means a unit of a prescription drug that is not intended to be sold, and is
intended to promote the sale of the drug.

() “Veterinary legend drugs” means drugs defined in 21 CFR 201.105 and bearing a label required
to bear the cautionary statement, "CAUTION: FEDERAL LAW RESTRICTS THIS DRUG
TO USE BY OR ON THE ORDER OF A LICENSED VETERINARIAN."

(m)*“Reverse distribution” means the receipt of prescription drugs including controlled substances,
whether received from Arkansas locations or shipped to Arkansas locations, for the purpose of
destroying the drugs or returning the drugs to their original manufacturers or distributors.

(n) “Outsourcing Facility” means a facility at one geographic location or address that:

(1) Isengaged in the Compounding of sterile drugs for human use;

(2) Is registered as an Outsourcing Facility with the FDA; and

(3) Complies with all of the requirements of Section 503B of the Federal FD&C Act.

(4) Shall be a licensed under the Wholesale Distribution regulations as a 503B Outsourcer,

(5) Shall have an Arkansas licensed Pharmacist in Charge on staff a minimum of 32 hours per
week,

(6) All Compounding shall be done under the supervision of a licensed Pharmacist and comply

with Federal requirements applicable to Outsourcing Facilities,

(7) Does not provide patient specific prescription products unless also licensed as a pharmacy
and does not provide any products that are prohibited under the FDA guidelines of a
503B
(Amended 8/1/2018)

08-00-0002—SALES PERMIT REQUIRED.

It shall be unlawful for any person to sell or offer for sale by advertisement, circular, letter,
sign, or oral solicitation or any other means any prescription drug unless the person holds and
possesses a permit authorizing such sale as provided by this regulation.

08-00-0003—WHOLESALE DISTRIBUTORS THIRD-PARTY LOGISTICS PROVIDERS,

MANUFACTURERS AND OUTSOURCING FACILITIES--PERMIT REQUIRED.

(@) Every wholesale distributor, third-party logistics provider, manufacturer and outsourcing facility
who shall engage in the distribution of prescription drugs, to include without limitation,
manufacturing in this state, shipping into this state or selling or offering to sell in this state, shall
register with the Arkansas State Board of Pharmacy by application for a permit on a form
furnished by the Board and accompanied by a fee as defined in regulation 01-00-0007. The
Board may require a separate license for each facility directly or indirectly owned or operated
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by the same business entity within this state, or for a parent entity with divisions, subdivisions,

subsidiaries, and/or affiliate companies within this state when operations are conducted at more

than one location and there exists joint ownership and control among all the entities.
(b)

(1) The permit may be renewed biennially at a renewal permit fee as defined in regulation 01-
00-0007.

(2) All permits issued under this section shall expire on December 31 of each year. A penalty,
as defined in regulation 01-00-0007, will be charged, provided that if the renewal is unpaid
by April 1, of any year, the license shall be null and void.

©)

(1) Upon a change of ownership of a wholesale distributor, as set out herein, a new permit shall
be secured by the new owner(s). The new owner(s) can continue operation of the wholesale
distributor for fourteen (14) days after the effective date of the change of ownership; after
said fourteen (14) day period the permit issued to the prior owner shall be void and the
operation of the wholesale distributor in Arkansas shall cease.

(2) A change of ownership of a wholesale distributor occurs under, but is not limited to, the
following circumstances:

(A) A change of ownership of a wholesale distributor owned by a SOLE PROPRIETOR, is
deemed to have occurred when:

(i) The business is sold and the sale becomes final or the new owner assumes control of
the wholesale distributor -- which ever occurs first.

(if) The proprietor enters into a partnership with another individual or business entity.

(B) A change of ownership of a wholesale distributor, owned by PARTNERSHIP, is
deemed to have occurred when:

(i) There is an addition or deletion of one or more partners in a partnership to which a
wholesale distributor's license has been issued.

(i) The business is sold and the sale becomes final or the new owner assumes control of
the wholesale distributor -- which ever occurs first.

(C) A change of ownership of a wholesale distributor, owned by a CORPORATION, is
deemed to have occurred when:

(i) An individual or business acquires or disposes of twenty percent (20%) of the
corporation’s outstanding shares of voting stock. (This shall not apply to any
corporation the voting stock of which is actively traded on any securities exchange
or in any over the counter market); or

(i) The corporation merges with another business or corporation. (The corporation
owning the wholesale distributor is required to notify the Arkansas State Board of
Pharmacy if a change of ownership or merger occurs within the parent corporation
of the corporation which owns the wholesale distributor); or

(ii1) The corporation's charter expires or is forfeited.

(iv) The business is sold and the sale becomes final or the new owner assumes control of
the wholesale distributor -- which ever occurs first.

(D) The board may issue a limited-use wholesale distributor license to entities that do not
engage in the wholesale distribution of prescription drugs except medical gases and may
waive certain requirements of regulation based on the limited nature of such distribution.

(E) Each permit issued hereunder shall be displayed by the holder thereof in a conspicuous
place. (Amended 03/14/2007 and 8/1/2018)
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08-00-0004—SHIPMENT TO CERTAIN LICENSED PROFESSIONALS

(@ All wholesale distributors must, before shipping to a recipient in this state any prescription drug
as defined in this regulation, ascertain that the person to whom shipment is made is either a
licensed physician licensed by the Arkansas State Medical Board, a licensed Doctor of
Dentistry, a licensed Doctor of Veterinary Medicine, a licensed Doctor of Podiatry Medicine, a
hospital licensed by the State Board of Health, a licensed wholesale distributor as defined in this
regulation, a licensed pharmacy licensed by the Arkansas State Board of Pharmacy, or other
entity authorized by law to purchase or possess prescription drugs.

(b) No wholesale distributor shall ship any prescription drug to any person after receiving written
notice from the board or other state or federal agency that the person no longer holds a
registered pharmacy permit or is not a licensed physician, dentist, veterinarian or hospital.

08-00-0005—MINIMUM REQUIRED INFORMATION FOR LICENSURE
(@) The Arkansas Board of Pharmacy requires the following from each wholesale drug distributor
as part of the initial licensing procedure and as part of any renewal of such license:
(1) The name, full business address, and telephone number of the licensee;
(2) All trade or business names used by the licensee;
(3) Addresses, telephone numbers, and the names of contact persons for the facility used by the
licensee for the storage, handling, and distribution of prescription drugs;
(4) The type of ownership or operation (i.e. partnership, corporation, or sole proprietorship);
and
(5) The name(s) of the owner and/or operator of the licensee, including:

(A) If a person, the name of the person;

(B) If a partnership, the name of each partner, and the name of the partnership;

(C) If a corporation, the name and title of each corporate officer and director, the corporate
names, and the name of the state of incorporation, and the name of the parent company,
if any;

(D) If a sole proprietorship, the full name of the sole proprietor and the name of the business
entity.

(b) Where operations are conducted at more than one location by a single wholesale distributor,
each such location shall be licensed by the Arkansas Board of Pharmacy.

(c) Changes in any information on the application for licensure shall be submitted to the Arkansas
Board of Pharmacy within thirty (30) days after such change.

08-00-0006—MINIMUM QUALIFICATIONS
The Arkansas Board of Pharmacy will consider the following factors in determining

eligibility for licensure of persons who engage in the wholesale distribution of prescription drugs.

(@) Any convictions of the applicant under any federal, state or local laws related to drug samples,
wholesale or retail drug distribution, or distribution of controlled substances;

(b) Any felony convictions of the applicant under federal, state, or local laws;

(c) The applicant's past experience in the manufacture or distribution of prescription drugs,
including controlled substances;

(d) The furnishing by the applicant of false or fraudulent material in any application made in
connection with drug manufacturing or distribution;

(e) Suspension or revocation by federal, state, or local government of any license currently or
previously held by the applicant for the manufacture or distribution of any drugs, including
controlled substances;
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() Compliance with licensing requirements under previously granted licenses, if any;

(9) Compliance with the requirements to maintain and/or make available to the state licensing
authority or to federal, state, or local law enforcement officials those records required to be
maintained by wholesale drug distributors;

(h) Any other factors or qualifications the Arkansas Board of Pharmacy considers relevant to and
consistent with the public health and safety.

The Arkansas Board of Pharmacy reserves the right to deny a license to an applicant if it
determines that the granting of such a license would not be in the public interest.

08-00-0007—PERSONNEL
The licensed wholesale distributor shall employ adequate personnel with the education and
experience necessary to safely and lawfully engage in the wholesale distribution of drugs.

08-00-0008—MINIMUM REQUIREMENTS FOR THE STORAGE AND HANDLING OF
PRESCRIPTION DRUGS AND FOR THE ESTABLISHMENT AND
MAINTENANCE OF PRESCRIPTION DRUG DISTRIBUTION RECORDS
The following are required for the storage and handling of prescription drugs, and for the
establishment and maintenance of prescription drug distribution records by wholesale drug
distributors and their officers, agents, representatives, and employees.
(@) Facilities.

All facilities at which prescription drugs are stored, warehoused, handled, held, offered,

marketed or displayed shall:

(1) Be of suitable size and construction to facilitate cleaning, maintenance, and proper
operation;

(2) Have storage areas designed to provide adequate lighting, ventilation, temperature,
sanitation, humidity, space, equipment, and security conditions;

(3) Have a designated and clearly identified area for storage of prescription drugs that are
outdated, damaged, deteriorated, misbranded, or adulterated, or that are in immediate or
sealed secondary containers that have been opened;

(4) Be maintained in a clean and orderly condition; and

(5) Be free from infestation by insects, rodents, birds, or vermin of any kind.

(b) Security.

(1) All facilities used for wholesale drug distribution shall be secure from unauthorized entry.
(A) Access from outside the premises shall be kept to a minimum and well controlled.

(B) The outside perimeter of the premises shall be well lighted.
(C) Entry into areas where prescription drugs are held shall be limited to authorized
personnel.

(2) All facilities shall be equipped with an alarm system to detect entry after hours. This
requirement shall not apply to those wholesale drug distributors of legend/controlled
substances that carry only medical gas.

(3) All facilities shall be equipped with a security system that will provide suitable protection
against theft and diversion. When appropriate, the security system shall provide protection
against theft or diversion that is facilitated or hidden by tampering with computers or
electronic records.

(c) Storage.
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All prescription drugs shall be stored at appropriate temperatures and under appropriate
conditions in accordance with requirements, if any, in the labeling of such drugs with
requirements in the current edition of an official compendium.

(1) If no storage requirements are established for a prescription drug, the drug may be held at
"controlled" temperature, as defined in an official compendium, to help ensure that its
identity, strength, quality, and purity are not adversely affected.

(2) Appropriate manual, electromechanical, or electronic temperature and humidity recording
equipment, devices, and/or logs shall be utilized to document proper storage of prescription
drugs.

(3) The record keeping requirements in section (f) of this regulation shall be followed for all
stored drugs.

(4) The requirements of this subsection do not apply to reverse distributors.

(d) Examination of materials.

(1) Upon receipt, each outside shipping container shall be visually examined for identity and to
prevent the acceptance of contaminated prescription drugs or prescription drugs that are
otherwise unfit for distribution. This examination shall be adequate to reveal container
damage that would suggest possible contamination or other damage to the contents.

(2) Each outgoing shipment shall be carefully inspected for identity of the prescription drug
products and to ensure that there is no delivery of prescription drugs that have been
damaged in storage or held under improper conditions.

(3) The record keeping requirements in section (f) of this regulation shall be followed for all
incoming and outgoing prescription drugs.

(e) Returned, damaged, and outdated prescription drugs.

(1) Prescription drugs that are outdated, damaged, deteriorated, misbranded, or adulterated shall
be quarantined and physically separated from other prescription drugs until they are
destroyed or returned to their supplier.

(2) Any prescription drugs whose immediate or sealed outer or sealed secondary containers
have been opened or used shall be identified as such, and shall be quarantined and
physically separated from other prescription drugs until they are either destroyed or returned
to the supplier.

(3) If the conditions under which a prescription drug has been returned cast doubt on the drug's
safety, identity, strength, quality, or purity, then the drug shall be destroyed, or returned to
the supplier, unless examination, testing or other investigation proves that the drug meets
appropriate standards of safety, identity, strength, quality, and purity. In determining
whether the conditions under which a drug has been returned cast doubt on the drug's safety,
identity, strength, quality, or purity, the wholesale drug distributor shall consider, among
other things, the conditions under which the drug has been held, stored, or shipped before or
during its return and the condition of the drug and its container, carton, or labeling, as a
result of storage or shipping.

(4) The record keeping requirements in section (f) of this regulation shall be followed for all
outdated, damaged, deteriorated, misbranded, or adulterated prescription drugs.

(f) Record keeping.

(1) Wholesale drug distributors shall establish and maintain inventories and records of all
transactions regarding the receipt and distribution or other disposition of prescription drugs.
These records shall include the following information:
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(A) The source of the drugs, including the name and principal address of the seller or
transferer, and the address of the location from which the drugs were shipped,;

(B) The identity and quantity of the drugs received and distributed or disposed of, and

(C) The dates of receipt and distribution or other disposition of the drugs.

(2) Inventories and records shall be made available for inspection and photocopying by any
official authorized by the Arkansas Board of Pharmacy for a period of two (2) years
following disposition of the drugs.

(3) Records described in this regulation that are kept at the inspection site or that can be
immediately retrieved by computer or other electronic means shall be readily available for
authorized inspection during the retention period. Records kept at a central location apart
from the inspection site and not electronically retrievable shall be made available for
inspection within two (2) working days of a request by any official authorized by the
Arkansas Board of Pharmacy. (Revised 6/23/05)

08-00-0009—WRITTEN POLICIES AND PROCEDURES

Wholesale drug distributors shall establish, maintain, and adhere to written policies and
procedures, which shall be followed for the receipt, security, storage, inventory, and distribution of
prescription drugs, including policies and procedures for identifying, recording, and reporting losses
or thefts, and for correcting all errors and inaccuracies in inventories. Wholesale drug distributors
shall include in their written policies and procedures the following:

(@) A procedure whereby the oldest approved stock of a prescription drug product is distributed
first. The procedure may permit deviation from this requirement if such deviation is temporary
and appropriate.

(b) A procedure to be followed for handling recalls and withdrawals of prescription drugs. Such
procedure shall be adequate to deal with recalls and withdrawals due to:

(1) Any action initiated at the request of the Food and Drug Administration or other federal,
state, or local law enforcement or other government agency, including the Arkansas Board
of Pharmacy;

(2) Any voluntary action by the manufacturer to remove defective or potentially defective drugs
from the market; or

(3) Any action undertaken to promote public health and safety by replacement of existing
merchandise with an improved product or new package design.

(c) A procedure to ensure that wholesale drug distributors prepare for, protect against, and handle
any crisis that affects security or operation of any facility in the event of strike, fire, flood, or
other natural disaster, or other situations of local, state, or national emergency.

(d) A procedure to ensure that any outdated prescription drugs shall be segregated from other drugs
and either returned to the manufacturer or destroyed. This procedure shall provide for written
documentation of the disposition of outdated prescription drugs. This documentation shall be
maintained for two (2) years after disposition of the outdated drug.

08-00-0010—RESPONSIBLE PERSONS

Wholesale drug distributors shall establish and maintain lists of officers, directors,
managers, and other persons in charge of wholesale drug distribution, storage, and handling,
including a description of their duties and a summary of their qualifications.

08-00-0011—COMPLIANCE WITH FEDERAL, STATE, AND LOCAL LAWS
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Wholesale drug distributors shall operate in compliance with applicable federal, state and
local laws and regulations.

Wholesale drug distributors that deal in controlled substances shall register with the
appropriate state-controlled substance authority and with the Drug Enforcement Administration
(DEA), and shall comply with all applicable state, local, and DEA regulations.

In the event a holder of a wholesaler permit issued by the Arkansas State Board of Pharmacy
under ACA 817-92-108, §20-64-505, et. seq. and Board Regulation 08-00-0001 and 08-00-0003
has suffered a theft or loss of controlled substances, said permit holder shall:

(a) Notify the Arkansas State Board of Pharmacy, the Arkansas Department of Health
Pharmacy Services and Drug Control, and the Drug Enforcement Administration (DEA)
immediately upon discovery by telephone or FAX, and
Deliver a completed DEA Form 106 to each of the agencies listed in (a) within seven (7)

days of the occurrence of the loss or the discovery of the loss. (Revised 11/6/2008)

08-00-0012—SALVAGING AND REPROCESSING

Wholesale drug distributors shall be subject to the provisions of any applicable federal, state or
local laws or regulations that relate to prescription drug product salvaging or reprocessing, including
Chapter 21, parts 207, 210d, 211 of the Code of Federal Regulations.

08-00-0013—APPLICABILITY

Nothing in this regulation shall apply to the sale of chemicals or poisons for use for non
medical purposes or for uses as insecticides or biologics or medicine used for the cure, mitigation,
or prevention of disease of animals or fowl or for agricultural uses which comply with the
requirements of the federal Food, Drug, and Cosmetic Act and all amendments thereto UNLESS
THOSE PRODUCTS ARE PRESCRIPTION DRUGS UNDER THIS REGULATION.

08-00-0014—INSPECTION OF PREMISES AND RECORDS

The Board may conduct inspections upon all premises, including delivery vehicles,
purporting or appearing to be used by a person licensed under this regulation. The Board, in its
discretion, may accept a satisfactory inspection by the United States Food and Drug Administration
(USFDA) or a state agency of another state which the Board determines to be comparable to that
made by USFDA or the Arkansas Board of Pharmacy. (6/22/84, Revised 6/20/91, 6/23/96, and
8/23/96)

08-01: MEDICAL EQUIPMENT, LEGEND DEVICES, AND/OR MEDICAL GAS

08-01-0001—DEFINITIONS

(@) “Home medical equipment, legend device and medical gas supplier” means a person,
business, corporation, agency, company, etc., licensed to supply home medical equipment,
medical gases and/or legend devices to patients on an order from medical practitioners
licensed to order, use, or administer these products and to other persons, businesses,
corporations, agencies, companies, etc., licensed to supply home medical equipment, medical
gases, and/or legend devices.
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(b) “Home medical equipment services” means the delivery, installation, maintenance,
replacement, and/or instruction in the use of medical equipment, used by a sick or disabled
individual, to allow the individual to be maintained in a noninstitutional environment.

(c) “Legend device” means a device, which because of any potential for harmful effect or the
method of its use, is not safe -- except under the supervision of a practitioner. These devices,
as approved by the Food and Drug Administration, may be labeled "Caution: Federal (USA)
law restricts this device to sale by or on the order of a physician."

(d)

(1) “Medical equipment” means technologically sophisticated medical devices including but
not limited to:

(A) Oxygen and oxygen delivery systems;

(B) Ventilators;

(C) Respiratory disease management devices;

(D) Electronic and computer driven wheelchairs and seating systems;

(E) Apnea monitors;

(F) Transcutaneous electrical nerve stimulator (T.E.N.S.) units;

(G) Low air loss cutaneous pressure management devices;

(H) Sequential compression devices;

(I) Neonatal home phototherapy devices;

(J) Feeding pumps;

(K) Electrically-powered hospital beds;

(L) Infusion pumps; and

(M) Patient lifts.

(2) The term "medical equipment™ does not include:

(A) medical equipment used or dispensed in the normal course of treating patients by
hospitals, hospices, nursing facilities, or home health agencies;

(B) medical equipment used or dispensed by health care professionals, licensed in
Arkansas -- provided the professional is practicing within the scope of that
professional’s practice act;

(C) upper and lower extremity prosthetics and related orthotics; or canes, crutches,
walkers, bathtub grab bars, standard wheelchairs, commode chairs, and bath benches.

(e) “Medical gas” means those gases and liquid oxygen intended for human consumption.

(F) “Order” means an order issued by a licensed medical practitioner legally authorized to order
medical gases and/or legend devices.

08-01-0002—LICENSURE REQUIRED

(a) No person or entity, subject to licensure, shall sell or rent or offer to sell or rent directly to
patients in this state any home medical equipment, legend devices, and/or medical gases,
unless the person or entity is licensed as required by Act 1101.

The licensure requirements of this act will apply to all companies, agencies, and other
business entities that are in the business of supplying medical equipment to patients in their
home and which bill the patient or the patient's insurance, Medicare, Medicaid, or other third-
party payer for the rent or sale of that equipment. The application for a license shall be on a
form, furnished by the Board, and shall be accompanied by payment of fee as defined in
regulation 01-00-0007. The Board shall require a separate license for each facility directly or
indirectly owned or operated, within this state, by the same person or business entity within
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this state, or for a parent entity with divisions, subdivisions, subsidiaries, and/or affiliate

companies when operations are conducted at more than one location and there exists joint

ownership and control among all the entities.
(b) Minimum Required Information for Licensure:

(1) Applicants may apply for a Supplier of Medical Equipment, Legend Devices, and/or
Medical Gas permit using forms provided by the Board. Entities who complete the
application process and otherwise meet the qualifications for a permit will be granted a
license. Licenses will not be granted to those who are exempt from licensure requirements
and Board regulation as provided for in ACA 17-92-903. The Arkansas Board of Pharmacy
requires the following from each applicant for a permit as a Supplier of Medical Equipment,
Legend Devices, and/or Medical Gas as part of the initial licensing procedure and as part of
any renewal of such license:

a. The name, full business address, and telephone number of the licensee;

b. All trade or business names used by the licensee;

c. Addresses, telephone numbers, and the names of responsible on-site manager for the
facility used by the licensee for the storage, handling, and distribution of medical
equipment, legend devices, and/or medical gas;

d. Full disclosure of the type of ownership or operation (i.e. partnership, corporation, LLC,
LLP or sole proprietorship); and

e. The name(s) of the owner and/or operator of the entity, including:

a. If a person, the name of the person;
b. If a partnership, the name of each partner, and the name of the partnership;
C. If a corporation, the name and title of each corporate officer and director, the

corporate names, and the name of the state of incorporation, the employer
identification number and the name of the parent company, if any;

d. If a sole proprietorship, the full name of the sole proprietor and the name of the
business entity.

(2)Where operations are conducted at more than one location by a Supplier of Medical
Equipment, Legend Devices, and/or Medical Gas each such location shall be licensed by the
Arkansas Board of Pharmacy.

(3) If the entity is located outside of Arkansas, the name and address of the Arkansas resident
agent.

(4) Copies of other licenses and permits issued to the entity.

(5) Changes in any information on the application for licensure shall be submitted to the
Arkansas Board of Pharmacy within thirty (30) days after such change.

(6) Copy of liability insurance for products and services provided in the amount of $500,000 or
more.

(7) A written description of the proposed operation.

(¢) Minimum Qualifications for licensure:

The Arkansas Board of Pharmacy will consider the following factors in determining
eligibility for licensure of entities who engage in supplying home medical equipment, medical
gases, or legend devices, or any combination thereof, to patients on an order from medical
practitioners licensed to order, use, or administer these products and to other licensed suppliers
of home medical equipment, medical gases, or legend devices or any combination thereof.

(1) Any convictions of the applicant under any federal, state or local laws related to the
distribution of medical equipment, legend devices, and/or medical gas.
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(2) Any felony convictions of the applicant under federal, state, or local laws;

(3) The furnishing by the applicant of false or fraudulent material in the application;

(4) Suspension or revocation by federal, state, or local government of any license currently or
previously held by the applicant;

(5) Compliance with licensing requirements under previously granted licenses, if any;

(6) Compliance with the requirements to maintain and/or make available to the Arkansas Board
of Pharmacy or to federal, state, or local law enforcement officials those records required to
be maintained by suppliers of medical equipment, legend devices, and/or medical gas;

(7) Any other factors or qualifications the Arkansas Board of Pharmacy considers relevant to
and consistent with the public health and safety.

(d)

(1) The biennial license renewal fee is defined in regulation 01-00-0007.

(2) All licenses issued under this act shall expire on December 31, of each calendar year.

(3) Each application for renewal of the license must be made on or before December 31 of
each year. Penalties for late payment are defined in regulation 01-00-0007. The license
shall be considered null and void if the fee is not paid by April 1 of each year.

(e) Each license issued hereunder shall be displayed by the holder thereof in a conspicuous
place.

The Arkansas Board of Pharmacy reserves the right to deny a license to an applicant if it determines

that the granting of such a license would not be in the public interest.

(Revised 11/13/2006)

08-01-0003—STANDARDS OF PRACTICE

(a) Written policies and procedures must be available for review and designed to meet all the
following standards. Documentation of all staff training must be kept in each employee's
personnel file. All local, state, and federal regulatory agency policies concerning home
medical equipment and oxygen must be followed.

(1) Order intake: A home medical equipment provider shall recognize the importance of
order intake. The provider is responsible for assuring that order intake personnel are
appropriately trained in the following:

(A) Identifying equipment;

(B) Determining patient/caregiver needs;

(C) Determining referral sources needs;

(D) Knowing equipment coverage criteria based on diagnosis;

(E) Responding appropriately during a medical equipment emergency;

(F) Explaining service procedures;

(G) Billing third party; and

(H) Verifying insurance.

The provider must assure that only trained order intake personnel receive referrals.

(2) Selection of appropriate equipment:

(A)When providing equipment services for a patient, a provider shall consider:
physician orders, equipment needs of the patient, economic situation of the patient
and caregiver, and requirement of any third party payer source.

(B) A provider shall recognize those items, which require special fitting and evaluation.
Fitting of custom items shall be performed within a reasonable time frame by
specially trained personnel.

(3) Delivery and set up - patient and caregiver education.
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(A) A provider shall maintain trained personnel to coordinate order fulfillment and to
schedule equipment services with timely delivery. Documentation of training will be
maintained.

(B) A provider shall assure delivery personnel are appropriately trained to:

(i) Conduct an environment/equipment compatibility assessment.

(i) Appropriately and safely set up the equipment.

(i) Instruct patient and caregivers in the safe operation and client maintenance of the
equipment.

(iv)Recognize when additional education and/or follow-up patient compliance
monitoring is appropriate.

(C) Written instructions must be provided to the patient/caregiver upon delivery, and
documentation of receipt of written instruction must be maintained in the patient
record.

(4) Services during use:

(A) A provider shall document that patients are advised of service hours and emergency
service procedures. If equipment malfunction may threaten the customer's health,
access to 24-hours-per-day, 365-days-per-year emergency service must be available
for equipment maintenance or replacement.

(B) A provider shall establish a schedule at the time of the initial delivery for any
appropriate follow-up home medical equipment services such as periodic
maintenance, supply delivery and other related activities.

(5) Retrieval, disinfection, and maintenance of home medical equipment

(A) A provider shall assure that state/federal requirements for equipment disinfection are
followed including red-tagging for bio-hazards, maintaining dirty equipment
isolation, equipment cleaning and disinfection areas and procedures, and appropriate
staff training on hazard prevention.

(B) Cleaning and disinfection solutions must be bactericidal, tuberculocidal, and viricidal.

(C) Centers for Disease Control universal precautions and Occupational Health Safety
Administration regulations concerning equipment handling must be followed.

(D) Create and implement a preventative maintenance program based on manufacturers'
guidelines, which include appropriate record keeping. Trained staff must be utilized.

(6) Patient record:

(A) A supplier must maintain a record for each customer when required by state or federal
law or when a physician's order is required.

(B) The patient record must include an intake form and applicable physician's orders.

(C) Records should be safeguarded from loss and kept confidential.

(D) Documentation of proper patient/caregiver instruction must be maintained in the
patient record.

(7) Patient rights:

(A) The patient has the right to considerate and respectful service.

(B) The patient has the right to obtain service without regard to race, creed, national
origin, sex, age, disability, diagnosis or religious affiliation.

(C) Subject to applicable law, the patient has the right to confidentiality of all information
pertaining to his/her medical equipment and service. Individuals or organizations not
involved in the patient's care may not have access to the information without the
patient's written consent.
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(D) The patient has the right to a timely response to his/her request for home medical
equipment services.

(E) The patient has the right to select the home medical equipment supplier of his/her
choice.

(F) The patient has the right to voice grievances without fear of termination of service or
other reprisals.

(G) The patient has the right to expect reasonable continuity of service.

(H) The patient has the right to an explanation of charges for equipment and supplies.

(8) Quality assurance:

(A) There is an ongoing continuous quality improvement program designed to monitor
and evaluate the quality of patient care, improvement of patient services, if
applicable, and resolution of identified problems.

(B) Continuous quality improvement activities are defined in a written plan.

(C) Issues monitored should be determined by evaluating all complaints or incidents and
items that are high volume, high risk or problem prone.

(1) Liability insurance coverage for products provided and operations of each licensed entity
is required in the amount of at least $500,000.

(b) Prohibited Practices -- The following practices are prohibited:

(1) Patient freedom of choice:

Participation in any plan, agreement, or arrangement which eliminates the patient's right

to select a provider, licensed under this act, of their choice shall be considered a violation

of this regulation.

(2) Bribes, kickbacks and rebates:

It shall be considered a violation of this regulation for anyone to knowingly and willfully

offer, pay, solicit or receive any payment in return for referring an individual to another

person for the furnishing, or arranging for the furnishing, of any item or service covered
by this regulation.

(3) The solicitation of DME business by providing prescribers with prescription blanks,
patient order forms, or patient order invoices with the name of any home medical
equipment, legend device, and/or medical gas provider printed thereon.

(4) A provider of home medical equipment and/or medical gas may provide more than five
percent (5%) of its annual sales to licensed practitioners or facilities. The provider must,
however, obtain a State Wholesale Legend Drug and/or Controlled Substance Distributor
Permit.

(10/13/95, amended 8/23/96, and 11/13/2006)

08-02—WHOLESALE DISTRIBUTOR OF LIST | CHEMICALS

08-02-0001—DEFINITIONS

As used in this regulation unless the context otherwise requires

(a) “Board” means the Arkansas State Board of Pharmacy;

(b) “Person” includes an individual, general or limited partnership, corporation, business firm,
limited liability company, and association;

(c) “List I chemical” means ephedrine, pseudoephedrine, or phenylpropanolamine, or their salts,
optical isomers and salts of optical isomers, alone or in a mixture.
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(d) “Manufacturer” means anyone who is engaged in manufacturing, preparing, propagating,
compounding, processing, packaging, repackaging, or labeling of a List I chemical;

(e) “Wholesale distribution” means the distribution of List I chemicals to persons other than
consumers or patients, but does not include entities exempt by Arkansas Code Annotated 85-
64-1006 as amended by Act 1209 of 2001.

() “Wholesale distributor” means any person engaged in wholesale distribution of List |
chemicals; including but not limited to manufacturers; repackers; own-label distributors;
private label distributors; jobbers; brokers; warehouses—including manufacturers’ and
distributors’ warehouses, chain drug warehouses, and wholesale drug warehouses;
independent wholesale drug traders; List | chemical repackagers; physicians; dentists,
veterinarians; clinics; individuals; hospitals; nursing homes and their providers; and retail
and hospital pharmacies that conduct wholesale distributions. A wholesale distributor shall
not include any for-hire carrier or person or entity hired solely to transport List | chemicals.

08-02-0002—WHOLESALE DISTRIBUTOR OF LIST | CHEMICALS—PERMIT
REQUIRED

(a) Every wholesale distributor who shall engage in the wholesale distribution of List |
chemicals to include without limitation, manufacturing in this state, shipping in or into this
state, or selling or offering to sell in this state, if not exempt by Act 1209 of 2001, shall
register with the Arkansas State Board of Pharmacy by application for a permit on a form
furnished by the Board and accompanied by a fee as defined in regulation 01-00-0007. The
Board may require a separate permit for each facility directly or indirectly owned or operated
by the same business entity or for a parent entity with divisions, subdivision, subsidiaries,
and/or affiliate companies when operations are conducted at more than one location and there
exists joint ownership and control among all the entities.

(b) The permit shall be renewed as defined in regulation 01-00-0007.

(c) All permits issued under this section shall expire as defined in regulation 01-00-0007.

(d) A change of ownership of a wholesale distributor of List I chemicals occurs under, but is not
limited to, the following circumstances:
(1) A change of ownership of a wholesale distributor of List | chemicals owned by a sole

proprietor is deemed to have occurred when:

(A) The business is sold and the sale becomes final or the new owner assumes control of
the wholesale distributor -- which ever occurs first.

(B) The proprietor enters into a partnership with another individual or business entity.

(2) A change of ownership of a wholesale distributor of List | chemicals, owned by
partnership, is deemed to have occurred when:

(A) There is an addition or deletion of one or more partners in a partnership to which a List |
chemical wholesale distributor's permit has been issued.

(B) The business is sold and the sale becomes final or the new owner assumes control of the
wholesale distributor of List | chemicals -- which ever occurs first.

(3) A change of ownership of a wholesale distributor, owned by a corporation, is deemed to
have occurred when:

(A) An individual or business acquires or disposes of twenty percent (20%) of the
corporation’s outstanding shares of voting stock. (This shall not apply to any corporation
the voting stock of which is actively traded on any securities exchange or in any over the
counter market); or
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(B) The corporation merges with another business or corporation. (The corporation owning
the wholesale distributor is required to notify the Arkansas State Board of Pharmacy if a
change of ownership or merger occurs within the parent corporation of the corporation
which owns the wholesale distributor); or

(C) The corporation's charter expires or is forfeited.

(D) The business is sold and the sale becomes final or the new owner assumes control of the
wholesale distributor -- which ever occurs first.

(4) A change of ownership of a wholesale distributor of List I chemicals, owned by a limited
liability company, is deemed to have occurred when:

(A) There is an addition or deletion of one or more members of the limited liability
company to which a List I chemical wholesale distributor’s permit has been issued;

(B) The assets of the limited liability company devoted to or utilized in the wholesale
distribution of List | chemicals are sold and the sale becomes final or new owner
assumes control of the wholesale distribution of List I chemicals;

(C) There is dissolution of the limited liability company.

(e)

(1) The Board may, after notice and hearing suspend or revoke the registration of a List |
wholesale distributor, or impose other disciplinary action pursuant to A.C.A § 17-92-315,
upon a finding of any of the following:

(A) Violation of or failure to maintain qualification under Regulation 08-02-0001 et seq.

(B) Violation of any federal, state, or local law or regulation regarding List | chemicals.

(C) Revocation, suspension, or surrender of a license or other authority issued by the
Drug Enforcement Administration as a List | wholesale distributor or to otherwise
possess, distribute or sell or offer to distribute or sell List | chemicals

(2) The Board shall follow the same procedures for hearings for a List | chemical wholesale
distributor as applicable to hearings for pharmacists as set forth in § 17-92-101 et seq.
and Board regulations. (Revised 11/15/2003)

08-02-0003—MINIMUM REQUIRED INFORMATION FOR OBTAINING A PERMIT
(@) The Arkansas Board of Pharmacy requires the following from each wholesale drug distributor
of List | chemicals as part of the initial registration procedure and as part of any renewal of such
permit:
(1) The name, full business address, and telephone number of the permit holder;
(2) All trade or business names used by the permit holder;
(3) Addresses, telephone numbers, and the names of contact persons for the facility used by the
permit for the storage, handling, and distribution of List | chemicals;
(4) The type of ownership or operation (i.e. partnership, corporation, or sole proprietorship);
and
(5) The name(s) of the owner and/or operator of the permit holder, including:

(A) If a person, the name of the person;

(B) If a partnership, the name of each partner, and the name of the partnership;

(C) If a corporation, the name and title of each corporate officer and director, the corporate
names, and the name of the state of incorporation, and the name of the parent company,
if any;

(D) If a sole proprietorship, the full name of the sole proprietor and the name of the business
entity.
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(E) If a limited liability company, the name and state of organization of the limited liability
company, the name of each member and manager of the limited liability company.

(b) Where operations are conducted at more than one location, by a single wholesale distributor of
List I chemicals, each such location shall obtain a permit issued by the Arkansas State Board of
Pharmacy.

(c) Changes in any information on the application for licensure shall be submitted to the Arkansas
State Board of Pharmacy within thirty (30) days after such a change.

08-02-0004—MINIMUM QUALIFICATIONS
(@) The Arkansas State Board of Pharmacy will consider the following factors in determining
eligibility for obtaining a permit as a Wholesale Distributor of List | chemicals.

(1) Any convictions of the applicant under any federal, state or local laws or regulations
pertaining to wholesale or retail drug distribution of List | chemicals, distribution of
controlled substances, or distribution of prescription drugs;

(2) Any felony convictions of the applicant under federal, state or local laws;

(3) The applicant's past experience in the manufacture or distribution of List I chemicals,
prescription drugs, or controlled substances;

(4) The furnishing, by the applicant, of false or fraudulent material in any application made in
connection with manufacturing or distribution of List | chemicals, prescription drugs, or
controlled substances;

(5) Suspension or revocation by federal, state or local government of any permit currently or
previously held by the applicant for the manufacture or distribution of any drugs or List |
chemicals, prescription drugs, or controlled substances;

(6) Compliance with registration requirements under previously granted permits, if any;

(7) Compliance with the requirements to maintain and/or make available to the State Board of
Pharmacy or to federal, state or local law enforcement officials those records required to be
maintained by wholesale drug distributors of List | chemicals;

(8) Any other factors or qualifications the Arkansas Board of Pharmacy considers relevant to
and consistent with the public health and safety.

(b) The applicant shall be registered with the Drug Enforcement Administration (DEA) as a retail
distributor of List I Chemicals and said registration shall be in good standing.

(c) The Arkansas Board of Pharmacy reserves the right to deny a permit to an applicant if it
determines that the granting of such a permit would not be in the public interest. (Revised
11/15/2003)

08-02-0005—PERSONNEL

The wholesale distributor of List I chemicals that is issued a permit by the Board of
Pharmacy shall employ adequate personnel with the education and experience necessary to safely
and lawfully engage in the wholesale distribution of List I chemicals.

08-02-0006—MINIMUM REQUIREMENTS FOR THE STORAGE AND
HANDLING OF LIST | CHEMICALS
The following are required for the storage and handling of List chemicals, by wholesale
drug distributors and their officers, agents, representatives, and employees.
(@) Facilities.
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All facilities at which List | chemicals are stored, warehoused, handled, held, offered, marketed

or displayed shall:

(1) Be of suitable size and construction to facilitate cleaning, maintenance, and proper
operation;

(2) Have storage areas designed to provide adequate lighting, ventilation, temperature,
sanitation, humidity, space, equipment, and security conditions;

(3) Have a designated and clearly identified area for storage of List | chemicals that are
outdated, damaged, deteriorated, misbranded, or adulterated, or that are in immediate or
sealed secondary containers that have been opened;

(4) Be maintained in a clean and orderly condition; and

(5) Be free from infestation by insects, rodents, birds, or vermin of any kind.

(b) Security.

(1) All facilities used for wholesale drug distribution shall be secure from unauthorized entry.

(A) Access from outside the premises shall be kept to a minimum and well controlled.
(B) The outside perimeter of the premises shall be well lighted.
(C) Entry into areas where List | chemicals are held shall be limited to authorized personnel.

(2) All facilities shall be equipped with an alarm system to detect entry after hours.

(3) All facilities shall be equipped with a security system that will provide suitable protection
against theft and diversion. When appropriate, the security system shall provide protection
against theft or diversion that is facilitated or hidden by tampering with computers or
electronic records.

(c) Storage.

All List I chemicals shall be stored at appropriate temperatures and under appropriate conditions

in accordance with requirements, if any, in the labeling of such List I chemicals with

requirement in the current edition of an official compendium.

(1) If no storage requirements are established for the List I chemical, the chemical may be held
at "controlled" temperature, as defined in an official compendium, to help ensure that its
identity, strength, quality, and purity are not adversely affected.

(2) Appropriate manual, electromechanical, or electronic temperature and humidity recording
equipment, devices, and/or logs shall be utilized to document proper storage of List |
chemicals.

(d) Examination of materials.

(1) Upon receipt, each outside shipping container shall be visually examined for identity and to
prevent the acceptance of contaminated List | chemicals that are otherwise unfit for
distribution. This examination shall be adequate to reveal container damage that would
suggest possible contamination or other damage to the contents.

(2) Each outgoing shipment shall be carefully inspected for identity of the List | chemical
products and to ensure that there is no delivery of List | chemicals that have been damaged
in storage or held under improper conditions.

(e) Returned, damaged, and out-dated List | chemicals.

(1) List I chemicals that are outdated, damaged, deteriorated, misbranded, or adulterated shall
be quarantined and physically separated from other List | chemicals until they are destroyed
or returned to their supplier.

(2) Any List I chemicals whose immediate or sealed outer or sealed secondary containers have
been opened or used shall be identified as such, and shall be quarantined and physically
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separated from other List | chemicals until they are either destroyed or returned to the
supplier.

(3) If the conditions under which a List | chemical has been returned cast doubt on the product's
safety, identity, strength, quality, or purity, then the product shall be destroyed, or returned
to the supplier, unless examination, testing or other investigation proves that the product
meets appropriate standards of safety, identity, strength, quality, and purity. In determining
whether the conditions under which a List | chemical has been returned cast doubt on the
product's safety, identity, strength, quality, or purity, the wholesale distributor of List I
chemicals shall consider, among other things, the conditions under which the List | chemical
has been held, stored, or shipped before or during its return and the condition of the product
and its container, carton, or labeling, as a result of storage or shipping.

08-02-0007—INSPECTION OF PREMISES AND RECORDS

The Board may conduct inspections upon all premises, including delivery vehicles,
purporting or appearing to be used by a person maintaining a permit under this regulation. The
Board, in its discretion, may accept a satisfactory inspection by a state agency of another state which
the Board determines to be comparable to that made by the Arkansas State Board of Pharmacy.

08-02-0008—SUSPICIOUS ORDERS FOR LIST | CHEMICALS

Wholesale Distributors of List 1 chemicals should use their best judgment in identifying
suspicious orders. The wholesalers should use the following criteria in order to identify suspicious
orders:

(@ All Levels/All Chemicals

(1) New customer or unfamiliar representative or established customer who begins ordering
List 1 chemicals.

(2) Customers who don’t seem to know industry practice or who fail to provide reasons for an
order at variance with accepted legitimate industry practice.

(3) Customer whose communications are not prepared or conducted in a professional business
manner.

(4) Customer who provides evasive responses to any questions or is unable to supply
information as to whether chemicals are for domestic use or for export.

(5) Customer who has difficulty pronouncing chemical names.

(6) New customers who don’t seem to know federal or state government regulations.

(7) Customer whose stated use of List 1 chemicals is incompatible with destination country’s
commercial activities or consignee’s line of business.

(8) Customers who want predominantly or only regulated chemicals.

(9) Customers who want multiple regulated or surveillance list products, particularly if in
contrast to customary use and practice.

(10) Customer who is vague or resists providing information about the firm’s address, telephone
number, and reason for seeking that chemical.

(11) Customer who provides false or suspicious addresses, telephone numbers, or references.

(12) Customer who is vague or will not furnish references for credit purposes.

(13) Customer who refuses or is reluctant to establish a credit account or provide purchase order
information.

(14) Customer who prefers to pay by cashiers check, postal money order, etc.
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(15) Customer who desires to pay cash.

(16) Customer who wants to pick up the chemicals outside of normal practice in the suppliers
experience.

(17) Customer with little or no business background available.

(18) An established customer who deviates from previous orders or ordering methods.

(19) Customers who want airfreight or express delivery.

(20) Customers who want chemicals shipped to post office boxes or an address other than their
usual business address. (i.e. residence address)

(21) Customer using a freight forwarder as ultimate consignee.

(22) Customer who requests unusual methods of delivery or routes of shipment.

(23) Customer who provides unusual shipping, labeling, or packaging instructions.

(24) Customer who requests the use of intermediate consignees whose location or business is
incompatible with the purported end users nature of business or location.

(25) Above threshold hydrochloride gas or iodine sales to a non-commercial customer.

(b) Distributor (non-retail) of regulated over-the-counter products

(1) Customers who don’t want to tell you what area they will resell into.

(2) Customers who don’t want to tell you in what volumes they will resell.

(3) Customers who refuse to tell you who their customers are.

(4) Customers who don’t have limits on resales.

(5) Customers who push to buy more than your sales limit.

(6) Customers who repeatedly buy your sales limit at the shortest interval you set.

(7) Customers who don’t know what his or her customers’ limits are on individual resales.

(8) Customers who resell to non-traditional outlets for regulated over-the-counter products. (i.e.
hair salons, head shops, drug paraphernalia stores, liquor stores, record stores, video shops.)

(9) Customers who resell large volumes into “independent convenience store” market.

(10) Any customer who asks for large bottle sizes, 60 count or higher.

(11) Customers who buy only the largest size available.

(12) Customers that don’t sell other pharmaceutical products or appear to sell those other
products in token amounts.

(13) Any customer that resells multiple cases that flow through to individual retail outlets.

(14) New customers who want to sell regulated over-the-counter products into California,
Arizona, Nevada, Oregon, Utah, Washington, New Mexico, Texas, Kansas, Missouri, or
Arkansas.

(15) Any customer who wants to sell to an outlet relocated from California, Missouri, or Kansas
to any of the states identified in the prior sentence.

(16) Any customer who wants to export, particularly to Mexico, Canada, or Southeast Asia.

(17) Customers who will not provide you with evidence of registration with the Drug
Enforcement Administration (DEA)(Or have applied by Nov. 13, 1995 for single entity
ephedrine; pseudoephedrine, and phenylpropanolamine products.)

(18) Customers who will not provide you with evidence of applicable state
registrations/licenses.

(19) Customers who sell mail order and who don’t report sales to the DEA monthly. (Note they
must also be registered.)

(20) Nominal retail customers who sell above the federal, “retail” 24 gram individual sale limits.
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(c) Wholesale drug distribution indicators
(1) Individual pharmacies that intend to export.
(2) Individual pharmacies or chains that won’t set a voluntary limit for individual sales at some
fraction of the Federal limit to qualify as retail outlet.
(3) Pharmacies that stock large shelf volumes in stores that have repeated thefts or other sales
problems. (6/21/2001)
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Agency # 070.00
REGULATION 9 —PHARMACEUTICAL CARE/PATIENT COUNSELING

09-00: PATIENT COUNSELING

09-00-0001--PATIENT INFORMATION, DRUG USE EVALUATION, AND PATIENT
COUNSELING

The intent of this regulation is to improve pharmaceutical care by defining basic
standards of care. Pharmacy care/pharmaceutical care is defined as the responsible provision of
drug therapy for the purpose of achieving definite outcomes that improve a patient's quality of
life. These outcomes are: (1) cure of disease, (2) elimination or reduction of a patient's
symptomatology, (3) arresting or slowing a disease process, or (4) preventing a disease or
symptomatology.

Pharmaceutical care (clinical pharmacy) involves four major functions on behalf of the
patient: (1) identifying potential and actual drug-related problems, (2) resolving actual drug
related problems, (3) preventing potential drug-related problems, and (4) optimizing patient
therapy outcomes. It is recognized that the patient might be best served if medication is not
provided.

(a) Patient information (profile)
In order to effectively counsel patients, the pharmacist must, through communication with
the patient or caregiver, make a reasonable effort to obtain, record, and maintain the
following information for each patient. It is recognized that most of this can be obtained
using pharmacy technicians and designed forms, etc.
(1) Name, address, telephone number;
(2) Date of birth (age);
(3) Gender;
(4) Medical history
(A) Significant patient health problems known to the pharmacist;
(B) Prescription drug reactions/prescription drug allergies;
(C) List of prescription medications and legend drug administration devices known to
the pharmacist.
(5) Transitory patients or situations where the pharmacy will only provide medication one
time
In obtaining patient information, if the pharmacist knows or is informed by the
patient that this is a one-time situation, the pharmacist may forego the above
requirement to record and maintain the information.
(6) Pharmacist comments

(b) Drug use evaluation for new and refill prescriptions
Drug use evaluation or drug utilization review includes the following activities:
(1) The pharmacist shall evaluate the prescription or medication order for:
(A) Reasonable dose and route of administration;
(B) Reasonable directions for use.
(2) The pharmacist shall evaluate medication orders and patient information for:
(A) Duplication of therapy - is the patient taking the same or similar medication(s)?;
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(B) Prescription drug-prescription drug interactions;
(C) Proper utilization (over or underutilization);
(D) Known drug allergies.

(3) Drug-drug contraindications as defined by the Board. (Is this medication contraindicated
with another medication the patient is taking?)

(4) It is recognized that the ultimate decision to use the medication or not use the medication
rests with the physician who has more complete patient information. It is the
pharmacist's responsibility to monitor the patient's medication therapy in the areas
addressed in this regulation and inform the physician of the suspected problem.

(5) If a problem is suspected and the physician is informed, the pharmacist shall document
the process.

(c) Patient counseling.

(1) A pharmacist shall counsel the patient or caregiver “face to face" if the patient or
caregiver is in the pharmacy. If not, a pharmacist shall make a reasonable effort to
counsel the patient or caregiver;

(2) Alternative forms of patient information may be used to supplement, but not replace
face-to-face patient counseling;

(3) Patient counseling, as described herein, shall also be required for outpatients of hospitals
and institutions when medications are dispensed on discharge from the hospital or
institution.

(4) Patient counseling as described in this regulation shall not be required for inpatients of a
hospital or institution where a nurse or other licensed health care professional is
authorized to administer the medication. However, the pharmacist shall provide drug
therapy counseling it is when professionally deemed to be appropriate and when
medications are provided by the pharmacy, and when a pharmacist is on duty and a
patient is discharged from the hospital or institution.

(5) The pharmacist shall maintain and make available to all patients appropriate patient-
oriented reference materials USP-DI or Facts and Comparisons Patient Drug Facts or
an equivalent or better publication as determined by the Board.

(6) It is recognized that the ultimate decision to not provide patient counseling rests with the
physician. If the physician in specific instances (blanket requests not accepted) requests
that information NOT be provided to the patient and gives reason, the pharmacist should
honor that request in almost all instances.

(d) “Patient counseling” shall mean the effective communication by the pharmacist of
information, as defined in this act to the patient or caregiver, in order to improve therapeutic
outcome by encouraging proper use of prescription medications and drug delivery devices.
(1) For original prescription medication orders, (excluding renewed or updated prescriptions

the patient has been recently taking) and orders for legend devices, specific areas of

counseling shall include:

(A) Name and general description of the medication dispensed, i.e. antibiotic,
antihistamine, blood pressure medicine, etc.

(B) Name, general description and directions for use of drug delivery devices, i.e.,
insulin syringes, morphine pump, etc.
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(C) Explanation of route of administration, dosage, times of administration, and
continuity of therapy;

(D) Special directions for storage as deemed necessary by the pharmacist;

(E) If the drug has been determined to have a significant side effect by the Board of
Pharmacy, the patient shall be properly counseled to the extent deemed necessary by
the pharmacist.

(F) When the prescription drug dispensed has a significant side effect, if taken with
over-the-counter drugs, the pharmacist should counsel the patient about that
interaction. (Example: coumadin with aspirin )

(G) If the prescription medication is significantly affected by food or diet, the pharmacist
should so advise the patient. (Example: tetracycline with milk or food)

(H) The pharmacist shall inform the patient or caregiver that he/she is available to
answer questions about medications or general health information.

(2) Refills--On refills the pharmacist shall present the opportunity for the patient or
caregiver to ask questions. However, counseling on refills is not required except when
needed in the professional judgment of the pharmacist.

(d) Drug interactions — significant side effects
Recognizing that a pharmacist cannot be expected to recognize all possible drug interactions
and also recognizing that the pharmacist and the patient do not have time to explain the
numerous side effects of drugs, the pharmacy shall maintain a computer program which will
identify significant drug interactions. (These are drugs with side effects which may be
managed most effectively if the patient is aware of the specific side effect and what to do if
it occurs.) The pharmacist in charge will be responsible for assuring that the computer
system adequately flags and warns the pharmacist of any occurrence of significant drug
interactions or significant side effects. (If a pharmacy was in business before September 1,
1997, and at that time, did not have a computer system, said pharmacy may substitute
Patient Drug Facts or other drug interaction manuals to reference drug interactions and side
effects for effective patient counseling. This method should only be used until such time as
the pharmacy acquires an adequate computer program as described in this section.)
The pharmacist will be responsible for counseling the patient on these interactions with
verbal and, where appropriate, written information. (2/12/91, 2/10/98, 07/15/2004)

09-00-0002—PRESCRIPTION ORDERS TO ADMINISTER MEDICATION AND/OR
IMMUNIZATIONS
(a) Except as limited by these rules, an Arkansas licensed pharmacist has the ability to
administer medications.
(b) Authority to administer medications/immunizations:

(1) An Authority to Administer is a written protocol, as defined in ACA § 17-92-101,
from a practitioner for administration by a pharmacist of an approved medication or
immunization.

(2) Pharmacists may provide pharmaceutical care to patients seven (7) years of age and
older by administering medications or immunizations to an eligible patient upon
receiving an Authority to Administer or a valid prescription order by a practitioner so
authorized to prescribe such medications or immunizations as provided in ACA § 17-
92-101(16)(A)(i). After completing the course of study described in (b)(5)(B) - (E)
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of this section, licensed interns, as defined by Regulation 02-01-0003 (a), may

provide pharmaceutical care to patients seven (7) years of age and older by

administering medications or immunizations to an eligible patient, under the
supervision of an appropriately licensed pharmacist with an Authority to Administer
and in accordance with Regulations 02-01-004 and 02-01-0005(h).

(2) An Authority to Administer, once granted, is valid for a time period not to exceed one
(1) year--unless such an order is invalidated by the practitioner granting the authority.

(3) An Authority to Administer is valid only for the pharmacist meeting the requirements
set forth by the Arkansas State Board of Pharmacy and is not transferable.

(4) Unless otherwise specifically authorized by the Board, a person must possess a
Certification for the Authority to Administer Medications/Immunizations issued by
the Board to be qualified to accept an Authority to Administer. Certification for the
credential (Authority to Administer Medications/Immunizations) will be issued to
pharmacists who:

(A)obtain and maintain a license to practice pharmacy issued by the Arkansas State
Board of Pharmacy;

(B) successfully complete a Board approved course of study, examination, and
certification consisting of a training program that includes the current guidelines
and recommendations of the Centers of Disease Control and Prevention. The
course of study should include, at a minimum:

(i) basic immunology, including the human immune response;

(i) the mechanism of immunity, adverse effects, dose, and administration
schedule of available vaccines and approved medication/immunization;

(iii)how to handle an emergency situation in the event one should arise as a result
of the administration of the medication /immunization;

(iv)how to persuade patients to be immunized and options for record keeping for
patients that do get immunized;

(v) how to administer subcutaneous, intradermal, and intramuscular injection; and

(vi)record keeping requirements for these medications as required by law or
regulation.

(C) obtain supervised instructions on the physical administration of vaccines during
such course of study and certification;

(D) obtain and maintain current certification in Cardiopulmonary Resuscitation (CPR)
or Basic Cardiac Life Support (BCLS), these certification courses must contain a
live component where proficiency is tested; and

(E) successful completion of the above described course of study may be
accomplished by:

(1) successfully completing the Board-approved course of study in a College of
Pharmacy curriculum; or

(i) successfully completing an American Council of Pharmaceutical
Education (ACPE) Certificate Program of not less than twelve (12) hours
on the course of study described in paragraph (b)(5)(B) above.

(F) The College of Pharmacy or the provider of said course of study shall provide

participants a certificate of completion. A copy of said certificate shall be mailed
to the Board of Pharmacy offices and placed in the pharmacist’s permanent file.
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(5) Pharmacists who complete items (A) through (E) of section (5) above may apply to
the Board for a Certification for the Authority to Administer
Medications/Immunizations. The certificate is valid until the pharmacist’s license
expires. The certificate shall be displayed in the pharmacy at which the pharmacist is
working, and may be renewed when the pharmacist renews his or her license
biennially after demonstrating continuing competency for certification.

(6) Continuing competency for certification for Authority to Administer must be
maintained. A minimum of two (2) of the thirty (30) hour requirement for continuing
education, each biennium, must be dedicated to this area of practice. In addition, the
pharmacist must maintain a current certificate in cardiopulmonary resuscitation
(CPR) or basic cardiac life support (BCLS).

(7) An Authority to Administer order shall meet the following requirements:

(A) must properly identify the practitioner issuing the order;
(B) must identify the medication or vaccine covered in any such order;
(C) must identify the medication or vaccine administered, site of the administration,
dose administered, identity of pharmacist administering the dose; and
(D) must bear the date of the original order.
(c) Record keeping: Pharmacists shall maintain the following information for a minimum of
two years:

(1) Authority to Administer

(2) Signed Patient Consent Form containing at least the following information
(a) Name of Patient
(b) Description of the medication or vaccine
(c) Description of the risks and possible side effects of the medication or vaccine
(d) Lot number of the medication or vaccine
(e) Expiration date of the medication or vaccine
(f) Date of administration
(Revised 07/15/2004, 03/14/2006, 7/5/2007, 7/27/2011 and 12/1/2017)

09-01: DISEASE STATE MANAGEMENT

09-01-0001 DISEASE STATE MANAGEMENT
The purpose of this regulation is to provide standards for the maintenance of records
of a pharmacist engaged in the provision of disease state management as authorized in §17-
92-101 (16) and §17-92-205 (a).
(@) Definitions. The following words and terms, when used in this regulation, shall have the
following meanings, unless the context clearly indicates otherwise:
(1) “Act” means the Arkansas Pharmacy Practice Act
(2) “Board” means the Arkansas State Board of Pharmacy
(3) “Confidential record” means any health-related record maintained by a pharmacy or
pharmacist--such as a patient medication record, prescription drug order, or
medication order.
(4) “Disease state management” means the performance of specific acts of disease state
management delegated to a pharmacist for an individual patient by an authorized
practitioner through written protocol. (Disease state management shall not include the
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selection of drug products not prescribed by the practitioner, unless the drug product

is named in the practitioner initiated protocol.)

(5) “Written protocol” means a practitioner's order, standing medical order, standing
delegation order, or other order or protocol as defined by rule of the Arkansas State
Medical Board under the Medical Practice Act.

(A) A written protocol must contain at a minimum the following:

(i) A statement identifying the individual practitioner authorized to prescribe
drugs and responsible for the delegation of disease state management;

(if) A statement identifying the individual pharmacist authorized to dispense
drugs and to engage in disease state management delegated by the
practitioner;

(iii)A statement identifying the types of disease state management decisions that
the pharmacist is authorized to make which shall include:

(a) A statement of the ailments or diseases involved, drugs, and types of drug
therapy management authorized; and

(b) A specific statement of the procedures, decision criteria, or plan the
pharmacist shall follow when exercising disease state management
authority

(iv) A statement of the activities the pharmacist shall follow in the course of
exercising disease state management authority, including the method for
documenting decisions made and a plan for communication or feedback to the
authorizing physician concerning specific decisions made. Documentation
shall be recorded within a reasonable time of each intervention and may be
performed on the patient medication record, patient medical chart, or in a
separate log book; and

(v) A statement that describes appropriate mechanisms and time schedule for the
pharmacist to report to the physician monitoring the pharmacist's exercise of
delegated disease state management and the results of the disease state
management.

(B) A standard protocol may be used, or the attending practitioner may develop a
disease state management protocol for the individual patient. If a standard
protocol is used, the practitioner shall record, what deviations if any, from the
standard protocol are ordered for that patient;

(C) Maintenance of records:

(i) Every patient record required to be kept under this regulation shall be kept by
the pharmacist and be available, for at least two (2) years from the date of
such record, for inspecting and copying by the Board or its representative and
to other authorized local, state, or federal law enforcement or regulatory
agencies.

(i) Patient records may be maintained in an alternative data retention system,
such as a data processing system or direct imaging system provided:

(@) The records maintained in the alternative system contain all of the
information required on a manual record; and

(b) The data processing system is capable of producing a hard copy of the
record upon the request of the Board, its representative, or other
authorized local, state, or federal law enforcement or regulatory agencies.
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(D) Written protocol:

(i) A copy of the written protocol and any patient-specific deviations from the
protocol shall be maintained by the pharmacist and available for inspection by
a Board Inspector upon request.

(if) Written protocols, including standard protocols, any patient specific
deviations from a standard protocol, and any individual patient protocol, shall
be reviewed by the practitioner and pharmacist at least annually and revised, if
necessary. Such review shall be documented in the pharmacist's records.
Documentation of all services provided to the patient, by the pharmacist, shall
be reviewed by the physician on the schedule established in the protocol.

(iii)Any protocol from a practitioner shall be maintained in the pharmacy and
available for inspection by a Board Inspector upon request.

(E) Confidentiality:

(i) A pharmacist shall provide adequate security to prevent indiscriminate or
unauthorized access to confidential records. If confidential health information
is not transmitted directly between a pharmacy and a practitioner, but is
transmitted through a data communication device, the confidential health
information may not be accessed or maintained by the operator of the data
communication device unless specifically authorized to obtain the confidential
information by this regulation.

(i1) Confidential records are privileged and may be released only to:

(@) the patient or the patient's agent;

(b) practitioners and other pharmacists when, in the pharmacist's professional
judgment, such release is necessary to protect the patient's health and well-
being;

(c) other persons, the Board, or other state or federal agencies authorized by
law to receive such information;

(d) alaw enforcement agency engaged in investigation of suspected violations
of the Controlled Substances Act; or

(e) aperson employed by any state agency which licenses a practitioner as
defined in the Act if such person is engaged in the performance of the
person's official duties.

(i) This regulation shall not affect or alter the provisions relating to the
confidentiality of the physician-patient communication as specified in the
Medical Practice Act.

(Adopted 8/19/99)

09-01-0003 —QUALIFICATIONS, RESOURCES, AND RECORD KEEPING
REQUIRED FOR PRACTICING DISEASE STATE MANAGEMENT IN
ARKANSAS.
(@) To practice disease state management a pharmacist must:
(1) be a licensed pharmacist in the State of Arkansas
(2) complete requirements for a credential as established by a Board of Pharmacy
approved organization.
(b) Resource requirements for the provision of disease state management services shall
include—nbut are not limited to the following:
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(1) Maintain a distinct area that provides privacy for the provision of disease state
management services;

(2) Maintain references that include a current copy/edition of applicable national practice
guidelines and such other resources as may be necessary for the provision of optimal
care;

(3) Maintain devices, supplies, furniture, and equipment as may be needed for the
provision of optimal care.

(c) Record keeping requirements for disease state management.

The pharmacist shall record, maintain, and transfer data essential to the continuity of care

and consistent with all applicable state and federal laws and regulations; and these

records and all related files shall be available to the Arkansas State Board of Pharmacy
inspectors and professional staff upon request. Additionally, a transferable
pharmaceutical care record is to be maintained and is to include:

(1) The written request for consultation from the patient or physician;

(2) The physician approved protocol and/or patient care plan, which is to recognize all
concomitant diseases and the patient’s complete medication history/profile;

(3) Pharmacy progress notes; and,

(4) Laboratory data.

(Adopted 8/19/99, Revised 11/12/2009)

09-01-0004 —MINIMUM COMPETENCIES AND STANDARDS
(&) Minimum competencies for pharmaceutical care in all disease state management areas:

(1) The pharmacist shall be capable of identifying and accessing the patient’s current
health status, health-related needs and problems, and desired therapeutic outcomes.

(2) The pharmacist shall be capable of implementing, and evaluating a pharmaceutical
care plan that assures the appropriateness of the patient’s medication(s), dosing
regimens, dosage forms, routes of administration, and delivery systems.

(3) The pharmacist shall be capable of communicating appropriate information to the
patient and/or caregiver and other health care professionals regarding prescription or
non-prescription medications and/or medical devices, disease states, or medical
conditions, and the maintenance of health and wellness.

(4) The pharmacist shall be capable of monitoring and documenting the patient’s
progress toward identified endpoints and outcomes of the pharmaceutical care plan
and shall intervene when appropriate.

(Adopted 8/19/99, Revised 11/12/2009)

09-01-0005 —NOTIFICATION OF CREDENTIAL IN DISEASE STATE
MANAGEMENT REQUIRED:
Every pharmacist who receives a credential in disease state management from a
Board approved organization must provide a copy of the credential to the Board of Pharmacy
office. The Board of Pharmacy will notify any party requesting notification that the
pharmacist is so qualified.
(Adopted 8/19/99, Revised 8/2001, 07/2004, 11/12/2009)
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Agency # 070.00

REGULATION 10 —ARKANSAS PHARMACY SUPPORT GROUP

10-00-0001—SUPPORT GROUP
(a) Definitions. As used in this regulation:

(1) “Board” means the Arkansas State Board of Pharmacy;

(2) “Board-approved interveners” means persons trained in intervention and designated by
the Board to implement the intervention process when necessary;

(3) “Committee” means a committee appointed by the Board to formulate and administer the
impaired pharmacists program, to be known as the Arkansas Pharmacy Support Group
(“ARPSG”);

(4) “Impaired pharmacist” or “impaired pharmacy technician” means a pharmacist or
pharmacy technician who is unable to practice pharmacy with reasonable skill,
competency, or safety to the public because of substance abuse;

(5) “Impaired pharmacist program” means a plan approved by the Board for intervention,
treatment, and rehabilitation of an impaired pharmacist or pharmacy technician. The
program for each impaired pharmacist/pharmacy technician will be embodied by a
contract with the ARPSG and the impaired pharmacist/ pharmacy technician will be
required to comply with the contractual terms;

(6) “Intervention” means a process whereby an alleged impaired pharmacist/pharmacy
technician is confronted by the Board or Board-approved interveners who provide
documentation that a problem exists and attempt to convince the pharmacist to seek
evaluation and treatment;

(7) “Rehabilitation” means the process whereby an impaired pharmacist/pharmacy
technician advances in an impaired pharmacist program with progressive advocacy from
the ARPSG to an optimal level of competence to practice pharmacy without endangering
the public; and

(8) “Verification” means a process whereby alleged professional impairment is identified or
established.

(b) Administration.

(1) The impaired pharmacist program authorized by Ark. Code Ann. 8 17-92-701, et seq

shall be administered by the ARPSG in accordance with guidelines set by the Board. The

ARPSG shall serve as a diversion program to which the Board may refer licensees where

appropriate in lieu of or in addition to other disciplinary action and also be a source of

treatment, referral and monitoring for pharmacists who desire to avail themselves of its
services on a strictly voluntary basis.

(2) The Board shall appoint an Executive Committee of five (5) persons who are recovering
pharmacists and members of the ARPSG. The Committee members shall serve three year
terms. The Committee is authorized to appoint subcommittees to assist in operations as
needed, but all subcommittee actions are subject to review and approval of the Executive
Committee.

(3) The Board shall also appoint an Executive Secretary who shall be a non-voting member

of the Executive Committee and who shall serve at the pleasure of the Board. The Executive
Secretary shall be responsible for administrative duties of the ARPSG and for supervision of
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ARPSG contracts and monitoring functions. The Executive Secretary shall be compensated
as may be determined by the Board.

(4) ARPSG Executive Committee Responsibilities
Subject to guidance and direction by the Board, the ARPSG Executive Committee shall be
responsible for:

(@) Formulating and administering a program to monitor compliance by impaired
pharmacists/pharmacy technicians with the recovery guidelines established by the
ARPSG contract with the impaired pharmacist /pharmacy technician and approved
by the Board,;

(b)  Appointing a member of the ARPSG as a monitor for impaired
pharmacists/pharmacy technicians who are under contract with the ARPSG to
supervise compliance with the recovery guidelines established in the contract and
approved by the Board,;

(c) Recommending to the Board that an impaired pharmacist/pharmacy technician has
progressed in recovery and can return to the practice of pharmacy on terms
determined by the Board without posing a threat to himself or herself or to the
public;

(d)  Approving addiction professionals, addiction centers and medical providers to
perform evaluations of pharmacists/pharmacy technicians who are ordered to
participate in the ARPSG or who voluntarily request participation in the program;

(e)  Develop and administer requirements for personal drug testing of participants in the
ARPSG;

()  Reviewing and monitoring information relating to the compliance of
pharmacists/pharmacy technicians in the ARPSG;

(g) Assisting the pharmacists' professional association in publicizing the program; and

(h)  Preparing of reports for the Board as requested.

(c) Board referral

(1) The Board shall inform each pharmacist/pharmacy technician referred to the program by
Board action of the procedures followed in the program, of the rights and responsibilities
of the pharmacist/pharmacy technician in the program and of the possible consequences
of noncompliance with the program.

(2) The Executive Director of the Board shall be immediately informed when a
pharmacist/pharmacy technician has failed to comply with any contractual term of the
treatment program or if the ARPSG Executive Committee determines that the
pharmacist/pharmacy technician poses a threat to the health and safety of the public.

(3) Participation in a program under this regulation shall not be a defense to any disciplinary
action, which may be taken by the Board. Further, no provision of this section shall
preclude the Board from commencing disciplinary action against a licensee who is
terminated from a program pursuant to this section.

(4) The Board shall be informed when, in the opinion of the ARPSG Executive Committee, a
pharmacist/pharmacy technician who enters the program is eligible to resume
professional practice without posing a threat to himself or herself or the public.

(d) Review activities
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The Board shall review the activities of the Committee. As part of this evaluation, the Board
may review files of all participants in the ARPSG program. The Board shall also resolve
complaints received regarding the impaired pharmacists program.

(e) Civil liability

(1) All persons acting on behalf of the Board in the impaired pharmacists program under this
section shall be considered to be acting on behalf of the Board and considered officers or
employees of the state.

(2) All patient records shall be confidential and shall not be subject to public inspection
except pursuant to an order of a court of competent jurisdiction. However, the records
may be introduced as evidence in any relevant proceedings before the Board and shall be
produced upon Board request.

(f) Funding
The Board is authorized to provide up to $50,000 per year to the ARPSG Executive
Committee for expenses incurred in management and operation of the program. The
Committee shall prepare a budget for a July 1 to June 31 fiscal year outlining planned
expenses of the ARPSG and submit the budget for review and approval prior to the Board’s
June meeting.

(6/20/91, Revised 7/10/2009)
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Agency # 070.00

REGULATION 11- CRIMINAL BACKGROUND CHECKS

11-00-0001 —- DEFINITIONS

(a) “Board” means the Arkansas State Board of Pharmacy;

(b) “Criminal background check” means both a state criminal records check conducted
by the Arkansas State Police (“state background check’) and a nationwide criminal
records check conducted by the Federal Bureau of Investigation (“federal background
check”), including the taking of fingerprints;

(c) “Provisional license or registration” means a non-renewable, provisional license or
registration that shall expire when the results of the nationwide criminal background
check are received by the Board or 180 days after issue, whichever comes first.
(11/15/2003, Revised 7/10/2009)

11-00-0002-BACKGROUND CHECK REQUIRED

(a) The Board shall not issue an initial license/registration, or reinstate a
license/registration until the state and federal criminal background checks have been
completed.

(b) The Board may issue a provisional license or registration to applicants for a new
pharmacist or intern license, or for a new or reinstated pharmacy technician
registration as provided in this Regulation. (11/15/2003, Revised 7/10/2009)

11-00-0003-APPLICATION PROCEDURE

(a)

(1) Effective March 1, 2004, prior to or contemporaneously with filing an application
form for the applicable license or registration, each applicant for a new intern or
pharmacist license, or a new or reinstated registration as a pharmacy technician,
shall apply for state and national criminal background checks, using forms
furnished by and pursuant to instructions provided by the Board.

)

(A) Before performing any practice of pharmacy while physically present within
the State of Arkansas, a pharmacist shall:
(i) apply for state and federal criminal background checks described herein;
and
(i) obtain documentation from the Board of its approval of the pharmacist’s
practice of pharmacy while physically present in Arkansas.

(b) Each applicant shall authorize the release of criminal background check reports to the
Board and shall pay any applicable fees;-associated with the state and federal criminal
background checks, pursuant to written instructions provided by the Board.

(c) The state and federal criminal background checks may be used for an initial
license/registration issued by the Arkansas State Board of Pharmacy for twelve (12)
months after each check is completed.

(d) Background checks used to obtain an initial license or registration issued by the
Board may be used for subsequent applications for a different license or registration
issued by the Board for a period of up to four years after the date of the original
license or registration. (11/15/2003, Revised 7/10/2009 and 7/22/2015)
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11-00-0004-ELIGIBILITY FOR LICENSE/REGISTRATION

(a) No person shall be eligible to receive or hold an intern or pharmacist license or a
pharmacy technician registration issued by the Board if that person has pleaded guilty
or nolo contendere to, or has been found guilty of any of the following offenses,
regardless of whether an adjudication of guilt or sentencing or imposition of sentence
is withheld, by any court in the State of Arkansas or of any similar offense by a court
in another state or of any similar offense by a federal court (collectively

“conviction”):

(1) Any felony;

(2) Any of the following:
Title

Theft

Forgery and Fraudulent Practices
Fraud Against Government
Fraudulent Issuance of Warrants
Employer, Employee liens

Obtaining Information by
Fraudulent Representation

Insurance Holding Companies
False Reports, Motor Fuel Taxes
Fraudulent Applications

Uniform Controlled Substances Act
Pharmacy Licensing Law

Food, Drug & Cosmetics Act

Uniform Narcotic Drug Act

Ark. Code Number

5-36-103(b)(5), 104(c)(3) & (4),
105(h)(2)& (3), 106(e)(3), & 202

5-37-101 - 525
5-55-101 -401
6-20-407

18-42-106

20-13-705

23-63-522

26-56-107

27-14-303

5-64-101 - 1303

17-92-101 - 1007

20-56-205, 210, 211, 215, & 216

20-64-201 et seq.

Controlled Substances & Legend Drugs20-64-501 et seq.

(b)
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(1) If an applicant who has such a conviction wishes to request a waiver of the
conviction from the Board, he or she must submit a request for waiver form, along
with the following documentation:

(A)  Copies of court documents pertinent to each conviction, including
complete copy of the court file, certified by the court clerk;
(B)  Documents from probation/parole officers, court clerk or other officials
proving that any probation, parole, restitution, rehabilitation, community service
or other court-ordered sentence has been successfully completed or, if still
ongoing, with information regarding the history of compliance and current status;
(C)  Anotarized statement by the applicant explaining the circumstances of
each conviction and explaining why he or she should be granted a waiver;
(D)  An applicant may submit any additional evidence of rehabilitation,
including
Q) Letters of reference from past and/or current employers.
(i) Letters of reference from pharmacy instructors concerning
attendance, participation and performance in pharmacy programs.
(iii)  Letters from treatment/recovery program attesting to current
sobriety and length of time of sobriety, if appropriate.
(iv)  Letters of reference from other knowledgeable professionals, such
as probation or parole officers.
(v) Fitness to practice release letter from appropriate health care
professional.
(vi)  Any other pertinent information may be considered.

(c) The application and request for waiver shall not be considered until the application,
all fees, all the documentation identified in paragraph (b) of this section, and both
federal and state criminal background check reports are received by the Board.

(d) The Board’s Informal Review Committee or its designee shall determine whether the
applicant is rehabilitated, the conviction has served the intended disciplinary purpose
and the applicant can practice or work in the capacity that is the subject of the
application without undue risk to the public health, safety or welfare because of the
subject conviction. The Committee or its designee, shall consider all relevant data,
including without limitation:

(A)  The age at which the crime was committed,

(B)  The circumstances surrounding the crime;

(C)  The length of time since the crime;

(D)  Subsequent work history;

(E)  Employment references;

(F)  Character references, and

(G)  Other evidence demonstrating that the applicant does not pose a threat to
the public health, safety or welfare, including without limitation:

Q) Whether the applicant is on probation, parole, or probation as a
result of suspended imposition of sentencing or similar deferral of
judgment or sentencing, is in compliance with the terms and
conditions of any such parole or probation, has complied with any
terms and conditions of the judgment of conviction including
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payment of restitution and any fines, costs or other monetary
payments.

(i) Whether the applicant has a currently suspended or revoked
pharmacist or intern license, or pharmacy technician license or
registration in any jurisdiction;

(ili)  The applicant’s activities, employment, relationships and other
facts since the conviction;

(iv)  Whether the applicant has provided information requested by the
Board;

(V) Whether the applicant has falsified or misrepresented facts to the
Board in the application or related procedure;

(vi)  Whether the applicant has a conviction that relates to the practice
of pharmacy or other conduct regulated by the Board;

(vii)  Any Evidence of Rehabilitation as described above;

(viii) Whether the applicant has more than one criminal conviction; or

(ixX)  Whether the applicant has been pardoned or granted clemency by
the governor, or the criminal conviction was expunged.

(e) Each applicant with a disqualifying conviction who requests a waiver may appear
before the Informal Review Committee or its designee or may choose to allow the
Committee to make a determination on the request upon the file documentation
obtained by the Board and that submitted by the applicant.

(F) No application with a disqualifying conviction will be processed until all required
documentation has been received and the applicant’s request has been submitted to
the Informal Review Committee or its designee. (11/15/2003, Revised 03/01/2004
and 7/10/2009)

11-00-0005-BOARD WAIVER OF CONVICTION

()
In the event that the Informal Review Committee or its designee determines not to
waive a conviction, an applicant can request a full Board hearing on the request for a
waiver of the conviction.
The applicant’s written request for a full Board hearing on the waiver must be
received by the Board office no later than thirty (30) days after the Informal Review
Committee’s denial of the initial waiver request. The applicant will be scheduled to
appear before the Board as soon as is practicable. The applicant may, if desired,
submit additional documentation described in Regulation 11-00-0004(b), for the
Board’s consideration.

(c) The Board shall consider the matters as identified in section 11-00-0004 above in
determining whether to waive a conviction. (11/15/2003, Revised 7/10/2009)

11-00-0006-PROVISIONAL LICENSE AND REGISTRATION
(a)

(1) The Board may issue a provisional license or registration, limited to six months
duration only to applicants who:
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(A) certify on their Arkansas State Board of Pharmacy application that they have
no criminal conviction; and

(B) meet all other qualifications for licensure or registration established by the
Arkansas State Board of Pharmacy, and,;

©)

i. certify that they have submitted an Arkansas State Police and FBI
Criminal Background Check form and associated fees pursuant to written
instructions provided by the Board.

ii. Or, at the Board’s discretion, when state criminal background check
reports are available within a reasonable time after application, and the
Board has received a state criminal background check report on the
applicant acceptable to the Board and pursuant to this regulation, and the
applicant certifies that he/she has submitted an Arkansas State Police and
FBI Criminal Background Check form and associated fees for the FBI
check pursuant to written instructions provided by the Board.

(2) The provisional license or registration shall permit the subject thereof to
temporarily perform, pending the Board’s receipt of the criminal background
check report(s), the activities authorized by the license, permit or registration that
is the subject of the application.

(3) An applicant who discloses any conviction identified in Section 11-00-0004 on
the application form shall not be eligible to receive a provisional license or
registration and will be considered for the applicable license or registration upon
the Board’s receipt of the criminal background check reports.

(b)

(1) Upon receipt of both the federal and state criminal background check reports
containing no conviction of any offense identified in Section 11-00-0004, and
upon the applicant meeting all other qualifications for the subject
license/registration, the Board shall issue the appropriate license/registration to
the applicant.

)

(A) Upon receipt of either criminal background check report that contains a
conviction of an offense identified in Section 11-00-0004, the Executive
Director shall cause to be served upon the applicant notice of the reported
conviction, the applicant’s failure to disclose the conviction in the application,
any other relevant facts or law, and the immediate revocation of the
provisional license/registration pursuant to A.C.A. 8 17-92-317, and the
opportunity for a hearing.

(B) In order to obtain a hearing on the subject issues, an applicant shall serve a
written request for a hearing upon the Executive Director within ten (10) days
of service upon the applicant of the notice described in the preceding
paragraph. The hearing shall be conducted in accordance with the
Administrative Procedures Act.

(c) Failure of an applicant to disclose any conviction of an offense identified in
Regulation 11-00-0004 shall constitute grounds for the suspension, revocation, or
denial of a license or registration.
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(d) Fees and applications.
(1) The license/registration fee shall be submitted with the application.
(2) The fee is not refundable. (11/15/2003, Revised 03/01/2004 and 7/10/2009)

11-00-0007-APPLICANT CONFIDENTIALITY

(a) All reports obtained under these regulations are confidential and are restricted to the
exclusive use of the Board. The information contained in reports shall not be released
or otherwise disclosed to any other person or agency except by court order and are
specifically exempt from disclosure under the Arkansas Freedom of Information Act

(A.C.A. 25-19-101, et seq.)

(b) Criminal conviction reports may be reviewed by or provided to the subject, the
subject’s attorney or other designee at the request of the subject as follows:

(1) To the subject, in person, upon his producing positive verification acceptable to
the Board of his/her identity, or by mail upon receipt of an acknowledged
authorization in a form acceptable to the Board; the Board will mail a copy of the
report by certified mail, return receipt requested, delivery restricted to the subject
or his authorized agent at the address stated in the request.

(2) To the subject’s attorney or other designated individual, in person, upon
presentation of an acknowledged authorization by the subject and presentation of
positive verification of the attorney’s or designated individual’s identity, both of
which are acceptable to the Board. (11/15/2003)

11-00-0008-CHALLENGES TO THE ACCURACY OF THE REPORT

(a) The Board shall make determinations based on the information obtained from the
Bureau and shall not be responsible for allegations regarding the disposition,
expungement or accuracy of the information.

(b) A person may challenge the completeness or accuracy of a report of criminal
conviction information issued by the State Police Identification Bureau or the Federal
Bureau of Investigation as provided in A.C.A. § 12-12-1013, as amended.

(c) Upon receipt of a corrected criminal conviction report, the Board shall conduct a new
evaluation of the report and the applicant’s qualifications for the applicable license or
registration. (11/15/2003)
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REGULATION 12 —AUTOMATION

12-00-0001—AUTOMATED AND ROBOTIC PHARMACY SYSTEMS

(a) Purpose and Scope:
The purpose of this regulation is to recognize the use of automated pharmacy systems and
or robotic pharmacy systems in community or institutional pharmacy settings.

(b) Definitions:

(1) “Automated pharmacy systems” include, but are not limited to, mechanical systems that
perform operations or activities, other than compounding or administration, relative to
storage, packaging, dispensing, or distribution of medications—and which collects,
controls, and maintains all transaction information.

(2) “Robotic pharmacy system” means a mechanical system controlled by a computer that
performs operations or activities relative to the storage, packaging, labeling, and
dispensing—and collects, controls, and maintains all transaction information.

(c) General requirements for automated pharmacy systems and robotic pharmacy systems:

(1) Duties and responsibilities of the permit holder
(A) Providing the Board prior written notice of the installation, removal, or substantive

change of the automated or robotic pharmacy system. Such notice must include, but is

not limited to:

(1) the name, address, and permit number of the pharmacy,

(i1) the identification of the responsible pharmacist,

(iii)the manufacturer’s name and model of the system, and

(iv) the policies and procedures for the system operation (for initial installations)

(B) Obtaining written approval and authorization from the Board of Pharmacy prior to
implementation.

(C) Developing and implementing an ongoing quality assurance program that monitors
performance of the system, which is evidenced by written policies and procedures
developed by the pharmacy and include the following:

(1) Method of ensuring accurate packaging and loading of the system,

(i1) Procedures for conducting quality control checks of final dispensing for accuracy,

(iii)Manufacturer’s schedules and recommendations for maintenance of the device,
and

(iv)Plan for maintenance of all related documentation for a minimum of two years.

(D) Assuring that the system is in good working order and accurately dispenses the
correct strength, dosage form, and quantity of the drug prescribed while maintaining
appropriate record keeping and security safeguards.

(2) Pharmacy Practice
(A) The automated/robotic pharmacy system can be utilized in licensed pharmacies and

licensed health care facilities where legally permissible and shall comply with the

following provisions:

(1) documentation, as to type of equipment, serial numbers, content, policies and
procedures, and location, shall be maintained on-site in the pharmacy for review
by an agent of the Board of Pharmacy, and

(i1) the system shall be used only in settings where there is an established program of

pharmaceutical care that ensures medication orders or prescriptions are reviewed by
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a pharmacist in accordance with established policies and procedures and good
pharmacy practice.

(3) The system shall have adequate security systems and procedures, evidenced by written
policies and procedures, to:

(A) prevent unauthorized access;
(B) comply with federal and state regulations, and;
(C) maintain patient confidentiality.

(4) The filling/stocking of all medications in the system, shall be accomplished by qualified
personnel under the supervision of a licensed pharmacist. An electronic or hard copy
record of medications filled into the system shall be maintained and include identification
of the person filling the device.

(5) Access to and limits on access to the automated pharmacy system must be defined by
policy and procedures and must comply with state and federal regulations. Proper
identification and access control, including electronic passwords, biometric identification,
or other coded identification, must be limited and authorized by the pharmacist-in-charge.
The pharmacist in charge must:

(A)be able to stop or change access at any time, and
(B) maintain a current and retrievable list of all persons who have access and the limits of
that access.

(6) The pharmacist in charge shall have the sole responsibility to:

(A)assign, discontinue, or change access system;

(B) ensure that access to the medications comply with state and federal regulations and;

(C) ensure that the system is filled/stocked accurately and in accordance with established,
written policies and procedures. (10/2001)
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